Ilepevyenb U3MeHeHUIl, BHOCUMBIX B PETHCTPALIMOHHOE 10Che JIeKAPCTBEHHOI0 CpeACTBA
coryiacHO npukasy Munucrtpa 3apaBooxpaHenusi Pecnyosmkn Ka3zaxcran ot 18 HosOps
2009 roga Ne 736
OO0 yrBepaxnenun IlpaBui npoBegeHHs IKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB U
MEIUIUHCKHUX H31eJIui
(c usmenenusmu u donoaneHuasMuy no cocmosanuio va 19.04.2019 2.)

A. AIIMUHUCTPAaTUBHbBIEC U3MEHECHUS

A.1 M3menenue Ha3BaHus U (UIK) ajapeca Ycnosus | Jokymentsl 1 | [Ipouenypa
JiepKaTelis PETUCTPAMOHHOTO YIOCTOBEPEHUS JTaHHbIE

a) Jlep>katesib perucTpallMOHHOrO yaocToBepeHus: | 1 1,2 1A

HE MEHsIeTCS

0) CMmeHa aepxarelsi perucTpauoOHHOTO 2,3,4 IB
yIIOCTOBEPEHHUS

Ycenosus

1. Jlep>kareneM perucTpalluOHHOTO YIOCTOBEPEHHUS SIBJISIETCS FOPUIUYECKOE JIUIIO.
JloxymMeHTanus

1. JIOKyMEHT OT COOTBETCTBYIOILIEIO YIIOJTHOMOYEHHOT'O OpraHa (Hampumep, HaJloroBOIro
oprasa), B KOTOPOM yKa3aHO HOBOE Ha3BaHUE WIIU aJipec.

2. [lepecmoTpennas nHpopManus o JISKApCTBEHHOM TpernapaTe (0OHOBICHHAS KpaTKast
XapaKTEepPUCTHKA JIEKapCTBEHHOI'O IIpenapara, MUHCTPYKIHUS 110 MEAUIMHCKOMY PUMEHEHHUIO
(JINCTOK-BKJIA/IbIIII), MAPKUPOBKA).

3. KpaTkas xapakTtepucTuka cucTeMbl (papmMakoHaa30pa OT HOBOTO JAepaKaTens
perucTpanroHHoro ynocroseperus (JIPY) mommkHa BKIIIOYaTh CIIETYIONINE DJIEMEHTHI:

- nH(OpMaILHKs O TOM, UTO JiepKaTellb PETUCTPALIMOHHOTO YAOCTOBEPEHUSI UMEET B CBOEM
pacnopsKeHUH OTBETCTBEHHOE JIUIIO 32 TJIO0ATBHBIN (hapMaKOHAI30D;

- KOHTaKTHbIE JaHHbIE OTBETCTBEHHOTO JIUIA 3a INI00AIbHBIN (hapMaKoHa130D;

- IeKJIapanus, oANucaHHast IepKaTeeM PErucTpallMOHHOTO YI0CTOBEPEHUS O TOM, YTO OH
UMeeT cucTeMy (hapMaKoHa/A30pa i BBIOJHEHMS 3aj]ad U 00s3aHHOCTEH 110
MOCTPErUCTPALIMIOHHOMY KOHTPOJIIO 0€30I1aCHOCTH JIEKAPCTBEHHBIX CPECTB;

- CCBhUJIKa Ha MeCTO (aJpec), TIe XpaHUTcs MacTep-(aiia cucteMsl (papmMakoHaa30pa.

4. JloroBopHBIE€ B3aMMOOTHOUIEHUS MKy IpousBoauTenem u JAPY Ha npaso
OCYIIECTBICHUSI JeSITEIBHOCTH 10 (hapMaKoHa30py.

A. 2 I3ameHeHue (TOproBoro) HAMMEHOBAHUS VYcnous | Jlokymentsl u | [Ipouenypa
JIEKAPCTBEHHOT 0 Mpernapara JTaHHBIE

a) JlekapcTBEeHHBIE MpernapaThl 1 1,2,3,4,5 IB
Ycnosus

1. Cnenyet n30eraTh MyTaHUIIBI C HA3BAHUSIMHU CYIIECTBYIOIIUX MEIUIMHCKHUX TPernapaToB
WY ke ¢ MexyHapoAHbIM HEMAaTeHTOBaHHBIM HazBaHueM MHH, ecnu e HanumeHoBaHWE
OOIIETTPUHATOE, U3MEHEHHUE JIOJKHO OBITh MPOU3BEICHO B CIEAYIONIEM MOPSIKE: OT
oOHIeNpUHATOr0 Ha3BaHUs K ¢apmakoneHomy i kK MHH

JloxyMeHTanus

1. MoTuBHpoBaHHOE 000CHOBAaHNE HEOOXOAMMOCTH U3MEHEHHUS Ha3BaHUS Mpernapara.

2. [lepecmoTpennas nHpopMalus o JIeKapcTBEHHOM TpenapaTe (0OHOBICHHAS KpaTKas
XapaKTEPUCTUKA JIEKAPCTBEHHOTO Mpemnapara, HHCTPYKIUS 110 MEAUITUHCKOMY TIPUMEHEHHUIO
(JTMCTOK-BKJIQ/IBINI), MAPKHPOBKA).

3. Komust mokyMeHTa, BEIJAHHOTO KOMITETEHTHBIMH OpraHaMU CTPaHbBI-TTPOU3BOIUTEIS,
KOTOPBIN yIOCTOBEPSIET U3MEHEHHUE €r0 Ha3BaHUsI.

4. TloanmucanHas IeKJIapaius 0 TOM, YTO MECTO, CIIOCO0, COCTaB, HOPMATHUBHBIN JTOKYMEHT,
pErIaMeHTHPYIONINHA KaueCTBO MpernapaTa OCTAINCH 0€3 W3MEHEHHUSI.



http://online.zakon.kz/Document/?link_id=1001264013

5. BeZIoMOCTh H3MEHEHHH K YTBEP)KJICHHOMY HOPMAaTHBHOMY JIOKYMEHTY IO KOHTPOJTIO
KkayectBa u 6e3onacuoctu JIC.

A. 3 I3MeHeHre HAaMMEHOBaHUsI aKTUBHOM Ycnosus | Jlokymentel u | [Ipouenypa
(dapmaleBTHUECKOI CyOCTaHIIMU WU JTaHHbIE
BCIIOMOTATEJIbHOTO BEIIECTBA

1 1,2 1A
Ycnosus
1. ®apmanieBTHYeCcKasi CyOCTaHIH/BCIOMOTaTeIbHOE BEIECTBO HE N3MEHSIETCSI.
JloxyMeHTanus

1. CeuzmerennscTBO BeeMupHoii opranmu3aruu 3apaBooxpanenus (naiee - BO3) 06
YTBEPKICHUN WM KOMHUS TIepedHs MexX1yHapOoTHOTO HEMaTEeHTOBAHHOTO HANMEHOBaHUSI.
Ecnu npuMeHnMo, NOATBEPKAEHUE TOI0, YTO U3BMEHEHHE COOTBETCTBYET ['0Cy1apcTBEHHOM
dapmakornee Pecriyonuku Kazaxcran. Jleknapanus, 4T0 HAMMEHOBAHHE PACTUTEIBHBIX
JICKApPCTBCHHBIX MPLCIAapaTOB PACTUTCIIBHOT'O IMTPOUCXOKACHUA COOTBETCTBYCT JOKYMCHTAM
Pecnyonuku Kazaxcran.

2. IlepecmoTpeHHast nH(GOpMAIHS O JEKAPCTBEHHOM Iperapare.

A. 4 3meHeHue Ha3BaHuA U (WIIK) azipeca: YcnoBus | Jokymentsl u | [Ipouenypa
MIPOU3BOAUTEIS (BKIIFOYAS, €CITH TPUMEHUMO, JTAaHHBIC
IJIONIA/I0K MO KOHTPOJIIO Ka4eCcTBa), N
JepKaTels MacTep- (aiiia akTHBHON
(hapmareBTHUeCKOl CyOCTaHIUH (J1ajee-
MOADC), nian nocraBIIMKa AKTUBHON
(dhapmaleBTHUECKOI CyOCTaHIIMU, UCXOIHBIX
MaTEepHaJIOB, PEAKTUBOB HIIU MPOMEKYTOYHBIX
MIPOJYKTOB, UCTIOJb3YEMBIX B IIPOU3BOJICTBE
aKTUBHOM (apMarieBTU4YeCcKol cyOCTaHIMH (eCiIn
yKa3aHO B TEXHHUUYECKOM JO0ChE), €CIIH B
PETUCTPAIIIOHHOM JI0ChE OTCYTCTBYIOT
ceptudukatsl coorBercTBus Ph. Eur., nnn
MIPOU3BOIUTEIISI HOBOTO BCIIOMOTaTEIIEHOTO
BEIIECTBA (€CJIM YKAa3aHO B TEXHUYECKOM JI0ChE)

1 1,2,3 1A
YcnoBus
1. IIpon3BoicTBEHHAs TIIONIA/IKA U HU OJIHA U3 MPOU3BOJCTBEHHBIX Ollepaluii He U3MEHSIETCS.
JloxyMeHTanus

1. OdunmanbHBIN TOKYMEHT OT YITOJTHOMOYEHHOI'O OpraHa (HampuMmep, HaJoroBoro opraHa), B
KOTOPOM yKa3aHO HOBOE Ha3BaHUE U (WJIN) ajapec.

2. [TompaBka K COOTBETCTBYIOIIEMY(HM) pa3zeny(am) A0Che.

3. Ilpn n3menenun Hazpanus aepxarenst MOADC — oOHOBIECHHOE pa3penieHne Ha JOCTYII.

A. 5 VI3meHenue Ha3BaHUA U (WIN) ajpeca VYenosus | Jloxkymentsl 1 | IIpouenypa
IIPOU3BOIUTEIIA JIEKAPCTBEHHOTO TPEnapara, JTaHHBIE
BKJIKOYasl BBIITYCKAIOIUE IJIOMAAKH U MIJIOIIAKH
110 KOHTPOJIIO Ka4eCTBa

a) JlelicTBus, 32 KOTOPHIE OTBEYAET 1 1,2,3 1A
MTPOU3BOIUTEIIE/ HUMITOPTEP, HE BKITFOYAIOT BBIITYCK
cepui

VYcnoBus

1. Her u3meneHus B MpOM3BOICTBEHHOM Iporiecce, PaKTUIECKOM MECTE PaCIOJIOKEHUS
IJIOMIA/IKH, B HOPMAaTHBHOM JIOKYMEHTE IO KOHTPOJIIO KayecTBa U 0€30MacHOCTH
JIEKAPCTBEHHOT'O CPEJICTRA.

JloxyMeHTanus




1. Konust ucpaBiieHHOTO pa3pelieHus Ha IPOU3BOCTBO (TIPH HATMYHMH) WU O(QUITHATEHBIN
JOKYMEHT OT COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO OpPTaHa, B KOTOPOM YIIOMHUHAETCS HOBOE
Ha3BaHUe U (WIK) aapec.

2. Ecniu mpumMeHuMo, 1orpaBka K COOTBETCTBYIOIIEMY(KMM) pa3zeny(aM) 10Che, BKIOYas
MEPECMOTPEHHYIO HH(OPMAIIHIO O JIEKAPCTBEHHOM IIpernapare.

3. OOHOBNIEHHAs KpaTKas XapaKTEePUCTUKA JICKaPCTBEHHOTO Mperapara, HHCTPYKIUS 110
MEJIUIMHCKOMY NMTPHUMEHEHUIO (JIMCTOK-BKIJIA IBINT), MAPKUPOBKA.

A. | U3meHeHnue Kojila aHaTOMO-TEpareBTUYECKO- Ycnosus | Tpebyemas Bun

6 | xummueckoii (nanee - ATX) knaccupukanuu JOKYMEHTalus | Ipoueaypsl
il 1,2 1A

VYcnoBust

1. U3menenue BeieacTBUe yrBepkaeHus uinu usmenenust BO3 koga ATX.

JloxyMeHTanus

1. CBunerensctBo BO3 00 yTBepkennn wiv Komnus nepedds kogos ATX.
2. [lepecmoTpeHHas nHGOpMAIHS O JIEKapCTBEHHOM TpenapaTe (0OHOBICHHAsI KpaTKast
XapaKTepUCTHKA JICKAPCTBEHHOTO Mpernapara).

A. | UckmroueHne npou3BOACTBEHHOM momaaku (B | YcnoBus | TpeOyemas Bun

7 | ToM 4mcIe s aKTUBHOM (papMareBTHIeCKON JIOKYMEHTALHUs | MPOUEIypbl
CyOCTaHIINH, TPOMEKYTOUYHBIX MTPOTYKTOB,
JIEKapCTBEHHOT O ITperapara, ynakoBIIMKa,
MIPOU3BOJUTEIS], OTBETCTBEHHOTO 32 BBIITYCK
CEpUH, KOHTPOJIS Ka4eCTBA CEPUI HIIH
MOCTaBIIMKAa UCXOIHOTO MaTepuaia, peakThuBa
WJIA BCIIOMOTATEIHFHOTO BEIIecTBa (€Ciu
yKa3aHbI B JIOCHE)

1,2 1,2 1A

Ycnosus

1. Ocraercs He MeHee 0/IHOI paHee 0J0OpPEHHON POU3BOICTBEHHOM
IJIOUIAIKH/TIPOU3BOAUTENS, OCYIIECTBIISIFOIINX Te K€ (PYHKIMH, YTO U MOJyIeXkKAaIlINe
uckimoueHuto. Eciu npumennmo, B Pecmybnuke Kazaxcran ocraercs, mo MeHbIeit Mepe,
OJIMH MPOU3BOAUTEND, OTBEUAIOIINI 32 BBITYCK CEpUll, CIIOCOOHBIN CepTUPUIIMPOBATD
UCHBITaHUE TPOAYKTA B IEJISAX BhIMycKa cepuii B Peciybnuke Kazaxcran.

2. UckitoueHune He sBJISETCS CIEACTBUEM KPUTHYECKUX HEJJOCTaTKOB IPOU3BOJICTBA.

JloxymMeHTanus

1. B dpopme 3asiBeHrs 0 BHECEHUM U3MEHEHUN HEOOXOIMMO Y€TKO 0003HAUNUTD «TEKYIIUX» U
«TIpeAsiaraeMbIX» MPOU3BOAUTENEH, IEPEUNCICHHBIX B 3asBJICHUN O PETUCTPALIUH.

2. IlompaBka K COOTBETCTBYIOIIEMY(UM) pa3aeny(aMm) J0Che, BKIOYas IEPECMOTPEHHYIO
nH(OPMAIIHIO O JIGKAPCTBEHHOM Ipernapare.

A. 8 3MmeHeHus gatel ayauTa JUisl Bepudukanuu VYcenosus | Tpebyemas Bun

COOTBETCTBUS IIPOU3BOAUTEIIS AKTUBHOMN JIOKyMEHTaLUs | IPOLELyphI
(hapmalleBTUUECKOI cyOCTaHIINY MpaBHIaM
HaJUIeKallEeld TPOU3BOJCTBEHHOMN IIPAKTUKH

- 1 1A

JloxyMeHTanus

1. IIucbMeHHOE MOATBEPKACHUE MPOU3BOIUTENS JIEKAPCTBEHHOI'O MIpenapara, coaepamiee
yKa3aHue 0 BepU(PUKAINI COOTBETCTBHS MPOU3BOIUTENSI aKTHBHOM (hapMarieBTUIECKON
cyoctanmmu [IpaBunam Hajyexaiield Tpou3BOACTBEHHON MpakTHKU PecyOmuku Ka3axcras.

b. U3menenus kauecrBa
b.I AktuBHas papmaneBTH4EeCKast CyOCTaHITHS
b.1. a) ITpousBoacTso




b.l.a.1 3meHeHune npou3BOAUTENS
HUCXOTHOTO
MaTepuasa/peakTHBa/IpoOMeKyTOUHOTO
MPOAYKTA, UCIIOJIB3yEMOTO B MPOLIECCE
IIPOM3BOJICTBA aKTUBHOM (papmarieBTHUEeCKON
CcyOCTaHIIMM WM U3MEHEHUE MPOU3BOIUTEIS
aKTUBHOH (apMalieBTH4YeCcKoi cyOCcTaHIMN
(BKJItOYAsA, €CIIU MPUMEHUMO, IJIOIIAIKH 110
KOHTPOJIIO Ka4eCTBa) aKTUBHOM
(hapmalreBTHYECKOM CYOCTaHIINU, €CIIU B
PEruCTPallMOHHOM J0ChE OTCYTCTBYET
ceprudukar coorBeTcTBUsI EBporneiickoit
®dapmakonu.

VYcenoBus

Tpebyemas
JOKYMCHTAl A

Bun
010101 (S0 4% 0} S

a) [Ipennaraemplii TPOU3BOAUTEIND
MIPUHAIISKUT K TOH JKe apMarieBTUIeCcKOi
Ipymnine, 4YTo ¥ 0JOOPEHHbIN NPOU3BOAUTEID

1,2,3

1,2,3,4,56,7

0) BHeceHnue HOBOTO TPOU3BOIUTENS
aKTUBHOH (papMarieBTUIECKON CyOCTaHIIHH,
o0ocHoBaHHOI MDADC

B) [Ipennaraemblii mponu3BOAUTEND
UCTIOJNIB3YET PE3KO OTIMYAIOLIUNCS cIIoco0
CHHTE3a WIN YCIOBUS POU3BOJICTBA,
KOTOPBIE MEHSIOT Ba)KHBIEC TIOKA3aTEIH
KayecTBa akTUBHOH (papMalieBTUYECKOM
CyOCTaHINH, TAKUE KaK KaueCTBEHHBIN 1
(1) KoNMYeCcTBEHHBIN NMpoduis npumeceii,
TpeOyronMii KBaTUPUKAUHU, UITH PU3NKO-
XMMUYECKHE CBOWCTBA, BIUSIOIINE HA
OMOJIOCTYITHOCTh

r) HoBwIii mpousBoauTens MaTepuana,
TpeOYyIOIIET0 OLIEHKN BUPYCHOM
0e30MacHOCTH U (WIIN) pUCKa
TpancmuccuBHOM TyOUaTo sHIE(DaTOTaTHH
(mamee - TT'D)

n) U3menenue 3arparuBaer GMOJIOTHUYECKYIO
aKTUBHYIO (hapMaleBTHUECKYIO CyOCTaHIINIO
WA UCXOTHBIH
MaTepHall/peakTUB/IPOMEXYTOUHBIH
MPOAYKT, UCTIOTB3YIOIIUICS B TPOU3BOJICTBE
OM0JIOTNYECKOT0/UMMYHOJIOTHYECKOTO
JICKQpCTBEHHOTO Iperapara

e) VI3MeHeHne nopsaka KOHTPOJIsl KauecTBa
aKTUBHOH (apMalieBTH4YeCcKoi cyOCTaHIINU:
CMEHa WM J100aBJIeHNe TUIOIIAIKH, Ha
KOTOPOM OCYILIECTBISETCS
KOHTPOJIb/UCTIBITAHUE CEPH

2,4

1,5

) BHEceHre HOBOTO MPOU3BOIUTEINS
aKTUBHOM (papMarieBTUIECKOMN CyOCTaHINH,
He umeronieit MOADC u tpebdyroreit
CYIIECTBEHHOTO OOHOBJICHHS




COOTBETCTBYIONLIETO pa3zesia JoChe Mo
aKTHUBHOM (papMalieBTUYECKOl cyOCTaHIUU

3) Brimtouenue anbTepHATUBHOM IUIOMIAIKI - 1,2,4,5,8 1B
0 CTePUIIN3ALUY aKTUBHOMN
(hapmaneBTHUECKON CYOCTaHIINU C
UCIOJIb30BaHUEM MeToja [ ocyaapcTBeHHOM
dapmaxonen Pecriyonuku Kazaxcran

1) BHeceHne HOBOH TUIOMIAAKHU 1O 2,5 1,4,5,6 1A
MUKPOHH3AIIH

K) MI3MeHeHus coryameHuii Mo UCIbITAaHUSIM | - - 1|
110 KOHTPOJIIO KaueCcTBa OMOJIOTHYECKOM
AKTUBHOH (hapMarieBTUYECKON CYyOCTaHIIMH:
3aMeHa WM BKIIFOYCHHE TUIOMIA/IKH, Ha
KOTOPOH OCYIIIECTBIISIETCS
KOHTPOJIb/UCTIBITAHUS CEPHA, BKITIOUAsI
OHMOJIOTMYECKH/ UMMYHOJIOTUYECKH/
UMMYHO-XUMHYECKHI METOJT

1) HoBas rutomaaka mo XpaHeHuIo rjIaBHOTO | - 1,5 IB
OaHKa KJICTOK U (WiK) pabounx OaHKOB
KJIETOK

Ycnosus

1. Cnenudukanyy HCXOTHBIX MATEPUAIOB U PEAKTUBOB (BKIIIOYAsl BHYTPHIIPON3BOICTBCHHBIE
KOHTPOJIH, METO/IbI aHAJIM3a BCEX MAaTEPHUAIOB) UICHTUYHBI paHee 0J00PEHHBIM.
Crennukanuu (BKIItOYasi BHYTPUIIPOU3BOACTBCHHBIH KOHTPOJIb, METOIbI aHAJIA3A BCEX
MaTepHuasoB), CIIOCOOBI MPUTOTOBJICHHS (BKJIIOUYAst pa3Mep CEPUH) U MTOAPOOHBIH CIIOc00
CUHTE3a MPOMEKYTOUHBIX MPOTYKTOB M aKTHBHBIX (hapMaIleBTUICCKUX CyOCTaHIUI
UJICHTUYHBI paHee 0J00pEHHBIM.

2. AKTuBHas (QapMalieBTu4ecKasi CyOCTaHIIUs He SIBISETCS] OMOJIOTHYEeCKOM/
MMMYHOJIOTHYECKON WIIH CTEPUITBHOM.

3. Ecniu B mporiecce npou3BOACTBA UCIOIB3YIOTCS MaTepUaibl YEJI0BEUECKOT0 WIIH
KUBOTHOTO TIPOUCXOKICHUS, IPOM3BOAUTEH HE UCIIOJIb3YET HOBOTO MIOCTABIINKA, B
OTHOIICHUU KOTOPOTO TPeOyeTCs OI[CHKa BUPYCHOM 0€30ITaCHOCTH M COOTBETCTBUE
INocynapcrBennoit @apmakonee Pecyonuku Kazaxcran mo MUHUMU3AIMK PUCKA Epeaadn
areHTOB ry0uaTOl SHICPATONATHH KUBOTHBIX ITOCPEACTBOM JICKAPCTBEHHBIX MPEMapaToB JIIs
MEIHUIIMHCKOTO U BETEPUHAPHOTO MPUMEHEHHUS.

4. Tpancdep MeToa co CTapoil Ha HOBYIO IIJIOLIAAKY TPOU3BEAEH YCIIEIIHO.

5. Cnenudukanus Ha pa3Mep 4acTUIl aKTUBHOH (apMalieBTHYeCcKoii CyOCTaHIIUHU U
COOTBETCTBYIOIIMI aHAUTUTUYECKUI METOJ HE U3MEHSIFOTCS.

JloxymMeHTanus

1. Ecu mpumeHuMo, mornpaBka K COOTBETCTBYIOIIEMY(KMM) pa3zeny(am) 1ocke.

2. Jlexnapanus aep Kareiss peruCTpallMOHHOIO yI0CTOBEpeHUsI Uiu aepxkareinst MOADC
COOTBETCTBEHHO, UTO MPOIIeypbl KOHTPOJIS KayecTBa criocoda cuHTe3a (WM JIst
PaCTUTEIBHBIX JIEKAPCTBEHHBIX IPENapaToB (COOTBETCTBEHHO): METOAA IPUTOTOBIIEHUS,
reorpauyeCcKOro NCTOYHNKA, TPOU3BOACTBA PACTUTEILHON (hapMaIleBTUIECKON CyOCTaHITHI
U Tpoliecca MPOU3BOCTBA) U CelU(UKAUN aKTUBHOM (hapMalleBTHUECKOM CyOCTaHIIUU U
HCXOJHOT0 MaTepuasa/peakTuBa/IpoMeXyTOUYHOTO MPOJIyKTa B MPoIiecce MPOU3BOJICTBA
aKTUBHOM (papMalleBTUYECKON cyOCcTaHIIMHU (€CIH IPUMEHUMO) HE OTIMYAIOTCS OT paHee
0JIOOPECHHBIX.

3. JIu6o ceptuduxar coorBercTBusi EBponeiickoit @apmaxorneun no TI'D aist mo60ro HOBOro
MCTOYHUKA MaTepuaa, 1100 (eciau MPUMEHUMO) JOKYMEHTAIbHOE MOATBEPKACHHUE TOTO, YTO
HCTOYHUK MaTepuaia, oABepKeHHbIN pucky TI'D, panee uccienoBaiics ynoJIHOMOYEHHBIM
OpraHoMm; M OBLJIO MOATBEPKIICHO €ro cooTBeTcTBHE I 'ocynapcTBenHoi Mapmakoriee




Pecnyonmnku Kazaxctan mo MUHMMH3aIIMK PUCKa TIepeaadn areHTOB Iy04aTon
sHIIe(paTIONaTHH KUBOTHBIX MTOCPEICTBOM JIEKAPCTBEHHBIX MPEMapaToB AJsl MEIUIIMHCKOTO U
BeTEepUHAPHOTro npuMeHeHus. HeoOxo1mMo npeacTaBuTh Cleayomue CBEACHM: Ha3BaHUE
IIPOU3BOJUTEIIS; BUJI )KMBOTHBIX M TKaHH, U3 KOTOPBIX NOJyYEH MaTepuall; CTpaHa
MIPOUCXO0XKACHUS )KUBOTHBIX, €I0 UCIOJIb30BAHUE U IPUEMIIEMOCTD B MPOIILJIOM.

4. lannble aHanmu3a cepuii (B opMaTe CpaBHUTEIHHOU TaOIUIIBI), IO MEHBIIIEH Mepe, ABYX
cepuii (110 MEHBIIIEH Mepe, OMBITHO-MPOMBIIIICHHBIX ) aKTUBHON (hapMalieBTUYECKOi
CyOCTaHIIMH OT TEKYIIMX U MPEIaracMbIX MPOU3BOAUTENICH/ TLTOIMAOK.

5. B ¢opMme 3asBieHUsI O BHECEHUU U3MEHEHUI HEOOXOAUMO Y€TKO 0003HAUUTDh «TEKYLIUX) U
«IIpeIaraeMbIX» MPOU3BOAUTENEH, KaK YKa3aHo B paszzene 2.5 popMbl 3asiBICHUS.

6. Ecniu aktuBHas hapmalieBTHUeCKas CyOCTaHIUS UCTIOIb3YETCS B KAUeCTBE UCXOAHOIO
MaTepHana, JeKiIapanys KBaTu(QUIMPOBAHHOTO JIMLA KAKI0TO AeprKaTells JIULIEH3UU Ha
MIPOU3BOJICTBO, YKA3aHHOTO B 3asIBJICHUH, U KBAJM(UIUPOBAHHOTO JIMIA KaXI0TO JeprKaTess
JIUIEH3UU Ha POU3BOJICTBO, YKA3aHHOT'O B 3asBJICHUU B KAUECTBE OTBETCTBEHHOI'O 32 BBIMYCK
cepuil. B gexmapanusx HeoOX0IMMO yKa3aTh, YTO IPOU3BOIUTEINH(M) aKTUBHON
(dapMareBTHYECKON CyOCTaHIINH, YKa3aHHBIM(€) B 3aBICHUH, OCYIIECTBISIET(F0T) CBOIO
NeATEIbHOCTh B COOTBETCTBUHM C [IpaBriiamu Hanexaiien npou3BOACTBEHHON TPAKTUKHU
PecnyOnuku KazaxctaH B OTHOLLIEHUM UCXOIHBIX MaTepuanoB. [Ipu onpeneneHHbIx
00CTOSITENTLCTBAX JOIMYCKAETCS MPECTABIATH OJIHY JACKIIapaluio (CM. IpUMEYaHHe K
m3menenuto b.11.6.1).

7. 'apanTuitHoe MUChbMO (TIPU HEOOXOJUMOCTH ) IPOU3BOAUTEINSI AKTHBHOU
(apMarieBTHYECKON CyOCTaHIIMH OTIOBEIIATH JIePKATeNsl PETUCTPAIMIOHHOTO yIOCTOBEPEHHS O
TMOOBIX U3MEHEHUSIX MPOolLiecca MPOU3BOICTRA, CHIEIU(PUKAIMN 1 aHATUTHYECKUX METOINK
aKTUBHOH (papMarieBTUYECKON CyOCTaHIINH.

8. IloaTBepskaeHue TOTo, YTO MpeaaraeMas Iionaika 10 KHBIM 00pa3oM JTUIEH3UPOBaHA B
OTHOIIIEHUU paccMaTpUBaeMOH JIEKapCTBEHHOM (OPMBI, JIEKAPCTBEHHOTO Mperapara Win
ITPOU3BOJICTBEHHON Ollepalyy.

b.I.a.2 MI3MeHeHnus npouecca Npou3BOACTBA Ycnosus Tpebyemast Bun
AKTUBHOM (papMarieBTUYECKON CyOCTaHIIUN JIOKYMEHTaIUsI MIPOIIETYPHI
a) Hesnaunmoe n3meHeHnue mpoiecca 1,234, 1,23 1A
MIPOM3BOJICTBA AaKTUBHOM (hapmarieBTHIeckoi | 5, 6, 7

cyOcTaHIIMH

0) 3HaunMoe 3MEHEHHE Ipolecca
IIPOM3BO/ICTBA AKTUBHOM (hapMalleBTHUECKOM
cyOCTaHIIH, KOTOPOE MOXKET OKa3aTh
CYIIECTBEHHOE BIIMSHUE HA Ka4eCTBO,
0€30MacHOCTb UIH 3(PPEKTUBHOCTD
JICKApCTBEHHOTO Mpernapara

B) l3MeHeHue 3aTparuBaeT OMOIOrnyecKyo/
MMMYHOJIOTHUECKYIO CYOCTaHIINIO WIIN
HCTIOJIB30BAHUE JIPYrOTO BEIIECTBA,
MOJTyYEHHOT'0 ITyTeM XUMHUYECKOT0 CUHTE3a,
TIPH TIPOM3BOJICTBE
OM0JIOTNYECKOT0/UMMYHOJIOTHUECKOTO
JIEKapCTBEHHOTO IIpenapara, KOTOpoe MOXKET
OKa3aThb CyIIECTBEHHOE BIHMSHUE HA
KauecTBO, 6€30MaCHOCTh WU 3PPEKTUBHOCTD
JIEKapCTBEHHOTO Mperapara U He CBSI3aHO C
IPOTOKOJIOM

r) MI3MeHeHue 3aTparuBaeT pacTUTEIbHBINA
JIEKAPCTBEHHBIN Mpenapar, a UMEHHO:




reorpadYECKU HICTOYHHUK, CITOCOO
MPOU3BOJACTBA UJIN ITPUTOTOBJICHU S

n) Heznauumoe u3MeHeHue 3aKphITON YacTu | - 1,2,3,4 1B
M®OADC

Ycnosus

1. HexenaTtenbHOe H3MEHEHUE KAUECTBEHHOTO HIIM KOJIMYECTBEHHOTO MPOoduiIs mpumeceit
WK (PU3NKO-XUMHUECKUX CBOWCTB OTCYTCTBYET.

2. Cnoco0 cuHTE3a 0CTAeTCs TEM XKE, TO €CTh IPOMEXKYTOUHBIE MPOTYKThHI HE U3MEHSIOTCS U B
MpoIecc He BBOSTCS HOBBIE PEaKTHBBI, KATAIM3aTOPhI WM pacTBopuTenu. I 'eorpaduueckuii
HCTOYHUK, IPUTOTOBJICHUE PACTUTEIHHOIO CHIPhsS U CIIOCO0 MPOU3BOJICTBA JIEKAPCTBEHHBIX
PacTUTEIBHBIX IPENApPaTOB HE U3MEHSIOTCS.

3. Cneunduxanuu akTUBHON (hapMalleBTUUECKOM CyOCTaHIIMU U POMEKYTOYHBIX IPOAYKTOB
HE U3MEHSIOTCA.

4. 3MeHeHHe MOJIHOCThIO OMUCHIBACTCSA B OTKPBITOM YacTu (4acTu «3asButess») MOADC
(ecu MPUMEHUMO).

5. AxtuBHas (hapmarieBTHUECKas CyOCTaHIUS HE SIBISIETCS OMOIOTHUYECKOMN/
MMMYHOJIOTHYECKON cyOcTaHIUE.

6. I3MeHeHue He 3aTparuBaeT reorpauueckuii MICTOYHUK, CIIOCO0 MPOU3BOJICTBA MU
[IPUTOTOBJIEHUS JIEKAPCTBEHHOI'O PACTUTEIBHOTO Ipernapara.

7. U3meneHune He 3atparuBaet 3akpbiToil yactu MOADC.

JloxyMeHTanus

1. ITonpaBka K COOTBETCTBYIOILEMY(UM) pa3zieny(am) 10che, BKIOYas MPsMOE CpaBHEHHUE
TEKYILETO XU HOBOTO MPOLIECCOB.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTEIbHOM TaOJIUIbI), 10 MEHbILEH Mepe, ABYX
cepuil (110 MeHbIIEH Mepe, ONBITHO-IIPOMBIIIJIEHHBIX ), TPOU3BENEHHBIX C IOMOILBIO
0JI00pPEHHOTO U MpeAIaraeMoro npoeccos.

3. Konuu yTBep:kIeHHBIX crielu(UKaIiil akTUBHON (hapMalieBTUUYECKON CYOCTaHIIMH.

4. Jlexnapanus aepKareiss peruCTpalMOHHOIO yI0CTOBEpeHMs niu aepxkareins MOADPC
COOTBETCTBEHHO, YTO U3MEHEHHE KaueCTBEHHOT0 U KOJIMYECTBEHHOT0 Mpo(uiis mpuMecein
WIH (PU3NKO-XUMHUYECKUX CBOWCTB OTCYTCTBYET, CIOCOO CHHTE3a, ClIeU(UKAIIMHN aKTHBHOM
(hapmaleBTUYECKOI CYOCTaHIIMY U MPOMEKYTOUHBIX IPOAYKTOB HE H3MEHSFOTCSI.

[Ipumeuanue k b.1.a.2.6) [Tox 3HaUnTENIBHBIMU
M3MEHEHMSIMU aKTUBHBIX (hapMalleBTHUECKUX
cyOCTaHIMi1, MOJIyYeHHBIX ITyTEM
XUMHYECKOI'0 CUHTE3a, MOApPa3yMeBaloTCs
M3MEHEeHMs crioco0a CUHTE3a WU YCIIOBHI
IIPOU3BOJICTBA, KOTOPHIE CIIOCOOHBI H3MEHUTD
BaYKHBIE IIOKA3aTENN KaueCTBA aKTUBHOM
(dapmaineBTUUECKOI CyOCTaHIINU, TAKUE KaK
KaueCTBEHHBIN U (UJIM) KOJIMYECTBEHHBIN
npouiIb MpUMece, TPeOyIomunii
KBAJTM(HUKALMY, UITH PU3UKO-XUMUYECKHE
CBOICTBa, BIUSIONINE HA OMOJIOCTYITHOCTb.

b.1.a.3 U3menenue pasmepa cepuu (BKIo4Yass | YCIOBHs Tpebyemas Bun
JIMarna3oHbl pa3Mepa Cepun) aKTUBHOM JIOKYMEHTaIUs IpOoIeTyphl
(hapmareBTHUeCKOU CyOCTaHITUU WITH
IIPOMEKYTOUHOTO MPOAYKTA, UCHIOIB3yEMOTO
B IIPOIIECCE MPOU3BOJICTBA AKTUBHOM
(apMareBTHYECKON CyOCTaHIIUH

a) YBeIMYeHHUE pa3Mepa cepuu BILIOTH 10 10 1,2,5 1A
pa3 1o CpaBHEHUIO C 3aPETUCTPUPOBAHHBIM

pa3mepom

Ul
o N

~ o
© &~




0) 10-kpaTHOE pa3yKpyImHEHUE 1,2,3,4,511,2,5 1A

B) 3meHenue TpeOyeT aHanm3a - - 1|
COIMOCTaBUMOCTH
OMOJIOTHYECKOU/MIMMYHOJIOTHYECKON
aKTUBHOH (hapMalieBTUIeCKoi CyOCTaHITNN

r) YBenmuuenue pasmepa cepun 6omnee 10 paz | - 1,2,3,4 1B
10 CPABHEHUIO C 3aPETUCTPUPOBAHHBIM

pa3mepom

1) YBenuueHue/ yMeHbIIICHHE MaciiTada - 1,2,3,4 1B
MIPOU3BOJICTBA

OMOJIOTMYECKOH/MMMYHOIOT HYECKON
aKTHUBHOH (papMarieBTUYECKON cyOCTaHIINN
0e3 U3MEeHEeHHsI Mpolecca IPOU3BOJICTBA
(Hampumep, AyOIUpOBaHKE JTUHHIH)

Ycenosus

1. Bce n3MeHeHus MEeTo10B MPOM3BOACTBA 3aTParuBaroT JUIIb HEOOXOAUMBIE JIsI
YKPYIHEHUS WU pa3yKpyIHEHUs, HallpUMep, UCII0JIb30BaHUE 000pyI0BaHHE APYIOro
pasmepa.

2. Heo6x0a1uMo MpeACTaBUTh Pe3yJIbTaThl UCIIBITAHUM COIIACHO celu(UKaLusiM He MeHee
JBYX CEpUH IIPEIIaraéMoro pasmMepa Cepuu.

3. PaccmaTpuBaeMblil JIEKAPCTBEHHBIN IIPETIapaT HE SABISAETCS
OMOJIOTHIECKUM/UMMYHOJIOTHIECKUM JIEKaPCTBEHHBIM TIpErapaToM.

4. I3MeHeHMe He BIUSET HeXKeNnaTeIbHbIM 00pa30M Ha BOCIIPOU3BOJMMOCTD IIpoliecca.

5. I3MeHeHue He JOJIKHO ObITh CIIEJICTBUEM HETIPEABUIECHHBIX CUTYallul, BOSHUKIINX B XO/€
IIPOU3BO/ICTBA, UM HApyILIEHHs CTaOUIBHOCTH.

6. Cnieunduxanyy akTUBHON (hapMalleBTUUECKOM CyOCTaHIIUN/TIPOMEKYTOUHBIX MPOTYKTOB
HE U3MEHSIOTCA.

7. AxTrBHas (papMmarieBTHUECKasi CyOCTaHIUs HE SIBISIETCS CTEPUIILHOM.

8. Pazmep cepun Haxoxdarcs B mpenene 10-kpaTHOro quanazoHa pazMepa cepui,
MPETYyCMOTPEHHOIO IPU PETUCTPALIMU WIIH [TOCIIE TIOCTIEAYIONIEr0 U3MEHEHM s, HE
sBJIABILIErOCsl H3MeHeHueM [A tuna.

JloxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(MM) pa3zeny(am) A0Che.

2. Homepa cepuii HCIIBITAaHHBIX CEpU UMEIOT MpeJlaraéMbli pa3Mep CEepuu.

3. JlanHble aHanu3a cepuit (B popmaTte cpaBHUTEIBHOM TaOIUIIBI), IO MEHBIIECH Mepe, OJHOM
MIPOMBIIIIJIEHHON CEpUN aKTUBHOM (papMalleBTUYECKON cyOCTaHIIMU WIIM IPOMEKYTOUYHOTO
IIPOAYKTa COOTBETCTBEHHO, IIPOU3BEACHHON B YTBEPKICHHOM U IpeayiaraeMom pasmepe. [1o
3anpocy He0OXOAMMO MPEACTaBUTh TaHHBIE MO CIAEAYIOUIUM JIBYM HOJHBIM MPOMBIIITICHHBIM
CepHsIM; JiepKaTesb 00s13aH COOOLIUTb, €CIIN Pe3yJIbTaThl aHAJIN3a HE YKJIaIbIBAIOTCS B
crenu(pUKauIo U IPeUI0KUTh IJIaH 1eHCTBUH.

4. Konnu 0100peHHBIX crielu(pHUKaIMi aKTUBHON GapManieBTHIecKoi cyocTaHnu (1
MIPOMEXKYTOUHBIX MTPOYKTOB, €CJIA IPUMEHHUMO).

5. Jlexnapanust 1epkaTensi pErucTpalMOHHOrO yaocToBepeHus win aepxaresss MOADC
COOTBETCTBEHHO, YTO BCE U3MEHEHMS METOJIOB ITPOU3BOCTBA 3aTPArMBarOT JUIIb
HE00XOAUMBIE IS YKPYITHEHHS WIN Pa3yKpYIHEHMs, HAIpUMep, UCIIOJIb30BaHUE
000pyZI0BaHUE IPYTroro pa3Mepa; N3MEHEHUE He BIMSIET HEKeJIaTelIbHbIM 00pa3oM Ha
BOCIIPOU3BOJUMOCTb IIPOLIECCA; U3MEHEHUE HE SABIIETCA CIEACTBUEM HEIIPEABUIECHHBIX
CUTYyalui, BOSHUKIIMX B XOJ€ MPOU3BOJICTBA, MJIK HAPYIIEHUS CTAOUIBHOCTH; Clienu(UKaLuN
aKTHUBHOM (papMalleBTHYECKON CyOCTaHIIMU/TIPOMEKYTOUHBIX MPOTYKTOB HE U3MEHSIOTCSL.

b.l.a.4 N3meHnenue YcnoBust Tpebyemas Bun
BHYTPUIIPOU3BOACTBEHHBIX UCIBITAHUN WUIH JOKYMEHTaLUA MpoLEAYPEL
KPUTEPUEB MPHUEMIIEMOCTH,




UCTIOJIB3YIOLIUXCSI TPU TIPON3BOJICTBE
aKTHUBHOM (papMalieBTUYECKOl cyOCTaHIUU

a) YKecTo4ueHre BHYTPUIIPOU3BOACTBEHHBIX | 1,2, 3,4 1,2 1A
KPUTEPHEB NMPUEMIIEMOCTH
0) /loOaBiIeHHE HOBBIX 1,2,5 6 1,2,3,4,6 1A

BHYTPUIIPOU3BOCTBEHHBIX UCIIBITAHUNA WIIN
KpUTEPUEB IPUEMIIEMOCTH

B) UckirtoueHre He3HAYMMOTO 1,2, 7 1,2,5 1A
BHYTPHUITPOU3BOJICTBEHHOTO UCIIBITAHHUS

r) Pactmpenue ogoO6peHHbIX I
BHYTPHIIPOU3BOJICTBEHHBIX KPUTEPUEB
NPUEMIIEMOCTH, KOTOPBIE CYILIECTBEHHO
BJIMSIFOT Ha COBOKYITHOE Ka4eCTBO aKTUBHOE
(dhapmaIreBTHIECKOIN CyOCTaHIINN

1) Uckmtouenue BHYTPUIPOU3BOACTBEHHOTO 1|
WCIBITAHUS, KOTOPOE MOXKET CYIIECTBEHHO
MOBJIUSITh HA COBOKYITHOE Ka4€CTBO aKTUBHOM
(dhapmaneBTHIECKOIN CyOCTaHIINN

e) JlobGaBneHue wim 3aMmeHa 1,2,3,4,6 1B
BHYTPHUITPOU3BOJICTBEHHOTO UCITBITAHUS U3
CO00pakeHMI 0€30IaCHOCTH MJIM Ka4yeCTBa

Ycnosus

1. I3MeHeHne He SBISETCS CIEACTBUEM KaKOro-1100 00s3aTeIbCcTBa, MPUHITOTO 110
pe3yJibTaTaM paHee IMPOBEACHHBIX IKCIIEPTU3 C LIEIbI0 aHAIN3a KPUTEPUEB IIPUEMIIEMOCTH
cnenuuKanuy (HampuMep, B X0JI€ PETUCTPAIH WM BHEeCeHNs n3MeHenui 11 tuma).

2. I3MeHeHue He SBISETCS CIEACTBUEM HENPEABUIEHHBIX CUTYallMi, BOSHUKILINX B X01€
MIPOM3BOJICTBA, HATIPUMEDP, HOBAsi HEKBAIU(PULIMPOBAHHASI IPUMECH, U3MEHEHHE MIPEJIEIOB
COJIepKaHUA CYMMBI IPUMECEH.

3. JIro60e n3MeHeHue JT0JKHO YKJIaIbIBaThCs B IMaIa30H AEUCTBYIOIINX 0J100pEHHBIX
KPUTEPUEB IIPUEMIIEMOCTH.

4. AHanuTHYeCKas METOJIMKA HE U3MEHSETCS WJIM U3MEHSETCSl HE3HAUUTEIbHO.

5. Hu onviH HOBBIN METOJ UCIIBITAHUS HE OCHOBAH Ha HOBOW HECTAHIapTHOM METOL0JI0OTUU
WJIY CTaHAAPTHON METOJI0JIOTUH, UCII0JIBb3yEMOM IT0-HOBOMY.

6. HoBblii METO UCTIBITAHUS HE ABIIAETCS
OMO0JIOTNYECKUM/UMMYHOJIOTHYECKUM/UMMYHOXUMUYECKUM UM METOJIOM, B KOTOPOM
UCIOJIb3YyeTCs] OMOJIOTMYECKUN PEaKTHUB /1711 OMOJIOTMYECKO aKTUBHON (hapMalieBTHUECKON
cyOcTaHIMH (32 UCKIIFOYEHUEM CTaHAAPTHBIX (PapMaKOMEHHBIX MUKPOOUOIOTHUECKUX
METOJIOB).

7. Ilapametp crienudHUKaIMK HE 3aTparuBaeT KpUTHUECKUI apaMeTp, HarpuMep, 1000t u3
CIIEYIOIINX: KOJIMYECTBEHHOE OTpeiesICeHIE, IPUMECH (€CJIH TOJIBKO ONpeAeIeHHbIN
pacTBOPUTEIIb OJJTHO3HAYHO HE UCIOJIb3YETCs B IPOM3BOICTBE aKTUBHOM (papMalieBTHUECKOi
cyOcTaHIMM), T00as KpuTHUecKasi pu3ndeckas XapakTeprUCTUKa, HalpUMep, pa3Mep YacTHII,
HaChIIHAs! IUIOTHOCTH JI0 U MOCJIe YIUIOTHEHUS, UCIIBITAaHUE Ha MOAJIMHHOCTb, BOJA, JTI000i
3anpoc Ha U3MEHEHHUE YaCTOThI HCIIBITAHUMN.

JloxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(MM) pa3zieny(am) 10Che.

2. CpaBHHTENbHAS Ta0IHIIA TEKYIIUX U TIPEJIaraeMbIX BHYTPUIIPOM3BOICTBEHHBIX
HCTIBITAHU M.

3. [TogpoGHOE onrcanne HOBOTO He(hapMaKOMEeHHOW aHATTMTUYECKON METOIUKHU U JTAaHHBIC
MEPBUYHOMN SKCNEPTU3bI(B COOTBETCTBYIOIIMUX CIyYasx).

4. JlanHble aHaM3a JBYX MPOMBILIUICHHBIX CepHil (1711 OMOIOTrMYeCKUX aKTUBHBIX
(apMareBTHYECKIX CYOCTaHIM, B OTCYTCTBHE JODKHBIX 00OCHOBAaHHUH, — TpHU




MPOMBIIIJICHHBIE CEPUH) aKTUBHON (DapMalleBTHUIECKOW CYOCTaHITUH IO BCEM apaMeTpam

crienu(pUKaIum.

5. O6ocHOBaHME/OlLIEHKA PUCKOB CO CTOPOHBI IepKaTelis PETUCTPALIMOHHOTO YI0CTOBEPEHUS

unu aepxatensi MOADC cooTBETCTBEHHO, MOTBEPKAAIOIIHNE, YTO

BHYTPHUIIPOU3BOJICTBEHHBIEC TAPAMETPHI SBJSIOTCS HE3HAYNMBIMU WA YCTAPEBIIMMU.
6. O6ocHOBaHME CO CTOPOHBI AEPKATEIIsi PETHCTPALIMOHHOTO YIOCTOBEPEHUS WU JIepKaTes
M®ADC coOTBETCTBEHHO HOBBIX BHYTPUIIPOU3BOICTBEHHBIX UCIIBITAHUN U MPEICIIOB.

Bb.l.a.5 I3sMeHeHne akTUBHOH VcmoBus
(hapMaleBTHYECKOM CyOCTaHIIUN CE30HHOM,
MPENaHAEeMUYECKON WIIM HaHJEMUYECKON

BaKIMHBI U151 TPO(PUIAKTUKH rpUIIa

Tpebyemas
JOKYMCHTAl A

Bun
MPOLIeAYPbI

a) 3aMeHa mrTaMMa(0B) CE30HHOM,
IIpENaHJEMUYECKON WM ITaHIEMUYECKON
BaKIMHBI J1 TPOMUIAKTUKY TpUMna

b.1. 6) Kontponb kauecTBa akTUBHOU (hapMarieBTHUECKON CyOCTaHIIUU

b.1.6.1 M3menenune mapamMeTpoB crienupuKaum u
(MITM) KPUTEPHEB MTPUEMIIEMOCTH aKTHBHOMN
(apMareBTHYECKON CyOCTaHIIUH, UCXOIHOTO
MaTepHalia/IpoOMEKyTOUHOTO MIPOAYKTa/peaKTHBa,
HCTIOJIB3YEMBIX B MPOIECCE POU3BOJICTBA AKTUBHOU
(hapMmareBTHUeCKOl CyOCTaHITUU

Ycnosu
s

Tpebyemas
JIOKYMEHTAI]
us

Bun

mnpoueayp
bl

a) YKecToueHHe KpUTEpUEB MPUEMIIEMOCTH
crienn(pUKauK JIEKapCTBEHHbBIX IPENapaTos,
MO/JIEKAILUX BBITYCKY CEpUN OPUIIMATIBHBIM
KOHTPOJIbHBIM OPTaHOM

1,2

[AHY

0) Y:xecroueHne KpUTEpUEB MPUEMIIEMOCTHU
crienupuKaum

N
w

1,2

B) JloGaBieHue B crieu@HKaIMio HOBOIO IapaMeTpa u
COOTBETCTBYIOIIETO EMY METOJIa UCIBITAHHSI

o

1,2,3,4,7

r) UckmoueHne He3HaunTeNIbHOTO NapameTpa
crenuguKanuy (Harnpumep, UCKIIYEHUE YCTapeBIIEro
napameTpa)

Lt SRl |G
INIEEN
[}

1,2,6

n) Vckmouenue napameTpa crnenupuKaiim, KOTOPbIA
MOXET CYHIECTBEHHO MOBJIUATH HA COBOKYITHOE
Ka4eCTBO aKTHBHOU (hapMarieBTUIECKON CyOCTaHIINH U
(11M) JTeKapCTBEHHOTO Mpenapara

e) MI3aMeHeHune, BRIXOIAIIee 32 OA00PEHHBIN THara30H
KpUTEPHUEB MPUEMIIEMOCTH CIIeU(UKAINI aKTUBHON
(hapMmareBTHIeCKol CyOCTaHITUN

g) Pacipenue o00peHHbBIX KPUTEPHUEB
MIPUEMIIEMOCTH CrIelU(UKAIIIN HA HCXOHBIE
MaTepUaJIbl/IPOMEKYTOUHBIE IPOAYKTHI, KOTOpbIE
CYLIECTBEHHO BJIMSIOT HA COBOKYITHOE Ka4€CTBO
aKTUBHOM (apMarieBTH4YecKoi cyOCTaHIMH U (WIIH)
JIEKapCTBEHHOI'O IIpernapara

h) Jlo6aBnenne wim 3ameHa (MCKITrOYast
OMOJIOTUYECKYIO 1 UMMYHOJIOTHYECKYIO CYOCTaHIIHIO)
napameTpa crieliu(uKaIy 1 COOTBETCTBYIOIIETO EMY

1! 2! 3! 4! 5!




METO/Ia UCTIBITAHUS U3 COOOPaKEHHUI 0€30MMacHOCTH
HNJIN Ka4eCTBaA

1) Eciiu Ha akTUBHYIO (hapMaleBTHUECKYIO 1,2,3,4/5 |IB
CyOCTaHIMIO OTCYTCTBYET CTaThs [ 0cymapCcTBEHHOMN 7
dapmakonee Pecmyoinku Kazaxcran, nuamMmenenue
COOCTBEHHBIX JIAaHHBIX CHCNU(DUKAIUY HA JTaHHBIC
HeopHUIMATEHON (papMakonen wiu GpapMakonen
TPETheH CTpaHbI

YcnoBus

1. I3MeHeHune He sABISeTCs CIEACTBUEM JII000ro 0053aTesIbCTBa, IPUHATOTO IO Pe3ysbTaTaM
paHee MPOBEIEHHBIX AKCIEPTU3 C LENbI0 IEPECMOTPa KPUTEPUEB IIPUEMIIEMOCTH
cneun(puKanuy (HampuMep, B X0Jle perucTpalvy JIEKapCcTBEHHOT0 IIpenapara Uil BHECEHUU
n3Mmenenui Il tuma).

2. I3MeHeHue He ABISEeTCS CIEACTBUEM HENPEIBUCHHBIX CUTYalluii, BOSHUKIIMX B X0J1€
MIPOU3BO/ICTBA, HAIPUMEP, HOBOH HEKBATH(PUIIMPOBAHHON MPHUMECH, H3MEHEHUS MPEICIOB
COJIep KaHUsI CYMMBI IIPUMECEH.

3. JIro60e n3MeHEeHHUE JI0JKHO YKJIa/IbIBaThCs B IMAIIa30H TEKYIIUX OJ00PEHHBIX KPUTEPUEB
IPUEMIIEMOCTH.

4. AHanuTHYecKas METOJMKA HE U3MEHSETCS WK U3MEHSAETCS HE3HAYUTEIbHO.

5. Hu otuH HOBBIN METO/ UCTIBITAHUS HE OCHOBAH Ha HOBOM HECTaHJapTHON METO10JIOTUU
WM CTaHJAPTHOW METO/I0JIOTUH, UCIIOIb3YEMOM IT0-HOBOMY.

6. HoBbIif MeTO HCIIBITAHMSI HE SIBJISETCS OMOJIOrMYECKUM/ UMMYHOJIOTHYECKUM/
MMMYHOXUMHYECKUM UM METO/IOM, B KOTOPOM UCHOJIb3YeTCS OMOJOTUYECKUI pEAKTUB JISI
OMO0JIOrNYECKOl aKTUBHOM (hapMalleBTHUECKOM CyOCTaHIMU (32 UCKIIIOUEHHEM CTaHJapTHBIX
(bapMakomeHBIX MUKPOOHOJIOTHYECKUX METOOB).

7. I3MeHeHune 1000ro MaTepraia He 3aTparuBaeT reHOTOKCUYHYI0 ipuMeck. Ecnu BoBiieueHa
aKTUBHas (hapmalieBTHUeCKas CyOCTaHIus, 32 UCKIFOUEHUEM OCTaTOUHBIX PACTBOPUTEIEH,
KOTOpBIE JOJKHBI COOTBETCTBOBATH MIPE/IEaM COOTBETCTBYIOLIEH cTaThe I'oCyjapCcTBEHHOM
®apmakonee Pecnyonnku Kazaxcran, KoHTpoJib 110001 HOBOW IPUMECH JO0KEH
cooTBeTcTBOBaTh I 'ocynapcTBenHoi dapmakonee Pecriyonuku Kazaxcran.

8. Ilapametp crienuukanuy He 3aTparuBaeT KPUTUYECKUI TapaMeTp, HalpuMep, J000i 13
CIIEAYIOIINX: KOJMYECTBEHHOE ONpeieeHre, TPUMECH (€CIIH TOIBKO ONpeIeIeHHbIN
pacTBOpPUTEIIb OJIHO3HAYHO HE MCIOJIb3YETCsl B IPOU3BOJICTBE aKTUBHOM (papMarieBTHUeCKON
cyOcTaHIUM), JIto0ast KpuTHUYecKas pu3nuecKasi XapakTepuCcTHKa, HallpuMep, pa3Mep 4acTull,
HACBINHAs IUIOTHOCTH JI0 U TOCT€ YIUIOTHEHMSI, UCIIBITAHNWE Ha MOJUIMHHOCTb, BOJIA, JIFOOOH
3aIpoC Ha IPONYCK UCIIBITAHMSI.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY(MM) pa3zeny(am) A0Che.

2. CpaBHHUTeNbHAS TaONMIIAa TEKYIIUX U MIPeAaraéMbiX crenupuKanni.

3. IlogpoOHoe onucanue 10001 HOBOM aHATUTUYECKON METOUKU U JaHHbIE IEPBUYHOMN
JKCIEPTU3HI (B COOTBETCTBYIOIIUX CIyYasix).

4. JlaHHbIE aHATM3a JIBYX MPOMBIIIJIEHHBIX CEpHil (B OTCYTCTBHE 000CHOBaHMS 0OPaTHOTO ISt
OMOJIOrMYEeCKUX aKTUBHOM (papManieBTUUECKUX CyOCTaHIMI — TPU CEpUU) COOTBETCTBYIOIIEH
aKTHUBHOM (papMalieBTUYECKON CyOCTaHIIMK MO BCEM MapaMeTpaM CrenupuKaIum.

5. B cOOTBETCTBYIOIIMX CITy4asiX TaHHBIE TECTA CPABHUTEIBHOW KUHETUKHA PACTBOPEHUS
JIEKapCTBEHHOTO Mpenapara, CoAEepKallero akTHBHYIO (hapMalleBTHUECKYI0 CyOCTaHIINIO, TIO
MEHBIIIEH Mepe, U3 ONBITHO-IIPOMBIIUIEHHON CEPUH, COOTBETCTBYIOLLYIO JEHCTBYIOIUM 1
npeJuiaraeMeiM crenudukanusam. B oTHOIIEHUN JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB
JIOCTATOYHBI JAaHHBIE CPABHUTEIBHOM paclaaeMOCTH.

6. ObocHOBaHME/OIICHKA PUCKOB CO CTOPOHBI I€pKaTeNsl PErUCTPALMOHHOTO yI0CTOBEPEHHS
unu aepxatrenss MOADC cooTBETCTBEHHO, MOATBEPKIAIOIIUE, YTO
BHYTPUIIPOU3BOJICTBEHHBIN IAPAMETP SIBJISIETCS HE3HAUYMMBIM MJIM YCTapEBIIUM.




7. OO0CHOBaHME CO CTOPOHBI JepKaTelisd PEruCTPallMOHHOIO YAOCTOBEPEHUS WU JIepKaTels
M®ADC coOTBETCTBEHHO HOBBIX IapaMeTpa Cenu(pruKaiuy U KpUTEPHEB MPHEMIIEMOCTH.

b.1.6.2 M3meHeHne aHaTUTUYECKON METOIUKA Ycnosu | TpeOyemas Bun
aKTUBHOM (papMalleBTUYECKOH CcyOCTaHIIMU WU b JOKYMEHTal[ | IpoLeayp
MCXO/IHOTO MaTepualia/IpOMEKyTOYHOTO MPOAYKTa/ ust BI
pEaKTHBa, UCIIOJIb3YEMbIX B IIPOLIECCE MPOU3BOJICTBA
aKTHUBHOM (papMalieBTUYECKOl cyOCTaHIIuN

a) He3naunmeblie n3MeHEeHHS 0JI00pEHHON , 2,3, |[1,2 1A

AHAJIMTUYECKOU METOIUKU

~N[ s -

0) McknroueHne aHATMTHYECKOW METOIUKH aKTUBHOM
(dhapmaneBTHYECKON CYOCTaHIIMU WA UCXOTHOTO
MaTrepuana/IpoMeKyTOUHOTO IIPOIYKTa/ peaKkTHBa,
€CJIM aJIbTepHATUBHAS €M aHATMTUYECKAst METOIUKA
yke oJ100peHa

B) [Ipourie n3MeHeHNs aHATUTUYECKON METOANKHU
(BKITIOYAst 3aMEHY WM TOOABJICHHEC) PEaKTHBA, KOTOpast
HE OKa3bIBaeT 3HAUMMOTO BJIUSHUS HA COBOKYITHOE
Ka4eCTBO aKTHBHOMW (hapMalleBTHUECKOM CyOCTaHIIUN

o
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w
P
N
>

r) CyliecTBeHHOE H3MEHEHHE WU 3aMeHa 1
OMOJIOTHYECKOTO/MMMYHOIOT HYECKOT0/HMMYHOXUMHUY
€CKOr0 METO/Ia UCIIBITAHUS WM METO/1a, B KOTOPOM
HCIIOJIb3YETCS] OMOJIOTHYECKUN PEAKTHB IS
OHMOJIOrMYeCKON aKTUBHOM (papMarieBTHIECKOM
cyOcTaHuuu

n) [Ipoyrie n3MEHEHHS AHATUTHYECKOW METOUKH 1,2 1B
(BKITIOUAs TOOABJICHHUE WIIA 3aMEHY) aKTHBHOM
(hapmalleBTHUECKOI CyOCTaHIIMU UM UCXOTHOTO
MaTepHaIa/IpoMeKyTOUYHOTO MPOTYKTA

YcnoBus

1. IlpoBeieHa HeoOXoaMMasi IEPBUYHAS HKCIIEPTH3a, OITBEPHKAAOIAst TO, YTO OOHOBIIEHHAS
aHAJINTUYECKasi METOAMKA, 10 MEHbIIIEH Mepe, IKBUBAJIEHTHA NMPEAbIAYIICH.

2. [Ipenensl cogepxaHus CyMMBI TpUMecei He U3MEHUIINCh, HOBbIE HEKBATM(HUIIMPOBAHHBIE
puMecH He 0OHAPYKEHBI.

3. Meron aHanu3a He U3MEHMJICS (HanpuMep, U3MEHEHHUE JUIMHBI KOJIOHKH MJTH TeMIepaTyphbl,
HO He JIpYToil BUJI KOJIOHKH WJIH METON).

4. Meto1 UCTIBITAaHUS HE SBIISETCS
OMO0JIOrNYECKUM/UMMYHOJIOTHYECKUM/UMMYHOXUMUYECKUM WM METOZOM, B KOTOPOM
UCIOJIb3YyeTCs] OMOJIOTMUECKUN PEaKTHUB /1711 OMOJIOTMYECKOM aKTUBHON (hapMarieBTHUeCKOi
cyOcTaHINH (32 UCKIIFOYEHUEM CTaHAAPTHHIX (hapMaKOMEHHBIX MUKPOOMOIOTHUECKUX
METOJIOB).

5. Hu oquH HOBBIM METO/ NCIIBITAHUS HE OCHOBAH HAa HOBBIX HECTAHJAPTHBIX METOAX MU
CTaHJIaPTHBIX METO/1aX, UCII0JIb3yEMBIX [T0-HOBOMY.

6. AxTuBHas (hapmaleBTHUECKasi CyOCTaHIIMS HE SIBJISETCS] OMOJIOTHUECKON/
MMMYHOJIOTHYECKOM.

7. AnpTepHaTHBHAs aHATUTHYECKasi METOUKA JUUISl TapaMeTpa crielupuKaim yxe o1o0peHa,
IIPY 9TOM TaKasi METO/IMKa He ObUIa BKJIIOUYEeHa nocpeacTBoM [A-yBegomieHusl.

JloxyMeHTanus

1. ITonmpaBka K COOTBETCTBYIOLIEMY(MM) pa3feny(am) 1oche, BKIIOUYas ONMCAHUE
AHATTMTUYECKON METOIOJIOTHH, PE3IOME JaHHBIX IEPBUYHOM IKCIIEPTHU3BI, IEPECMOTPECHHBIC
crierpUKaIuy Ha MPUMeCH (€CIIU TPUMEHUMO ).

2. CpaBHUTEIBHBIC PE3YIbTAThI IEPBUYHON AKCIIEPTU3BI WIIH, TPU HATMYUNA 0OOCHOBAHMSI,
CpaBHUTEJIbHBIE PE3YJIbTAThl AaHANIN34, MOATBEPXKIAI0IINE, YTO TEKYIEeE U MPejiaracMoe




HCITBITAaHNE SKBUBAJICHTHRI. HacTosiee Tpe60BaHI/Ie HE IPUMCHSACTCS, €CIIN I[O63BJ'I$I€TC$I
HOBas aHAJIMTHYCCKAas MCTOJHKA.

b.1. B) YnakoBo4HO-yKyIIOpoyHas CHCTEMa

b.1.B.1 l3MeHeHMe epBUYHON YIIAaKOBKH aKTUBHOU | YcioBus | TpeOyemas Bun
(dhapmalneBTHUECKOM CyOCTaHIINN JIOKYMEHTAIs | mpoeaypsl
a) KauecTBeHHbIH 1 (MJIM) KONMYECTBeHHBIH cocTaB | 1, 2, 3 1,2,3,4,6 1A

0) KauecTBeHHBIH 1 (MIM) KOJIMYECTBEHHBIH COCTAaB I
JUTSL CTEPHIIBHBIX WIIA HE3aMOPOKEHHBIX
OMOJIOTMIECKUX/MMMYHOJIOTHYECKIX aKTHBHBIX
(hapMaleBTHYECKUX CYOCTaHIIUN

B) XKuakue akTuBHBIC (hapMalleBTHUECKUE 1,2,3,5,6 IB
cyOcTaHIMM (HECTEPUIIbHBIE)

Ycnosus

1. I1o cooTBETCTBYIOLIMM CBOWCTBAM IIpejIaraéMblil yIIaKOBOYHBIA MaTepUall 10JKEH, 110
MeHbIlIe Mepe, ObITh SKBUBAJIEHTHBIM 0JJ00PEHHOMY.

2. Hayatbl COOTBETCTBYIOIINE UCCIIEJOBAHUSI CTAOMIIBHOCTH B COOTBETCTBUU C
YCTaHOBJICHHBIMH TPEOOBAaHUSAMU U 3asBUTEJIEM Ha MOMEHT BBEJCHHS U3MEHEHHH
MIPOAHATM3UPOBAHBI COOTBETCTBYIOIINE TApAMETPhI CTAOMIIBHOCTH HE MEHEE YeM Ha JIBYX
OIIBITHO-IIPOMBIIIJIEHHBIX WM IIPOMBIIIIEHHBIX CEPUAX, B €0 PACIIOPSDKEHUN HaXOASTCA
YIIOBJIETBOPUTEIBHBIC PE3YIBTATHI, [0 MEHBINEH Mepe, 3-MECIYHOTO U3YYCHHUsI CTA0OMIIbHOCTH.
OpnHako, eciu npezyiaraeMasi ynakoBka 0ojiee ycToiiunBa o CpaBHEHHMIO C
3apeTUCTPUPOBAHHOM, TO TPEXMECSUHBIE JaHHBIE 110 CTaOMIBHOCTH He Tpedyrores. 1o
3aBEpILEHUH TaKUX MCCIIEJOBAaHMM, €CIIU pe3yIbTaThl HE YKJIaIbIBAIOTCA B ClieLU(DUKALUU UITH
MOTEHIIMAJIBHO HE YKIIAABIBAIOTCS B ClielM(UKAIMK Ha KOHEI] CpOKa TOAHOCTH/Ieproaa
MOBTOPHOT'O UCHBITAHUS, UX HEOOXOUMO HEME/VIEHHO NPEACTaBUTh YIIOJTHOMOYEHHOMY
OpraHy Hapsily C IpeUIaraéMbIM IJIaHOM JIEHCTBHIA.

3. Uckuttouast crepuiibHbIE, KUJIKAE U OMOJI0rMYECKHe/UMMYHOJIOTHYECKHE aKTHBHBIE
(hapmarieBTHUECKHE CyOCTaHIIUH.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY(MM) pa3zeny(am) A0Che.

2. HeoOxo/MMble TaHHBIE O HOBOM yrakoBKe (HampuMep, CPaBHUTEIbHBIE JaHHBIE 10
MIPOHUIIaeMOCTH, HapuMmep, 1t O2, CO2, Biaru u T.1.), BKIItoYasi HOATBEPKIACHHE TOTO, YTO
MaTepHall COOTBETCTBYET COOTBETCTBYIOIINUM (hapMaKONEHHBIM TPEOOBAHUSAM O IMIIACTUYECKUX
MaTepuagax U 00beKTaxX, KOHTAKTUPYIOIIUX C MHUIEBBIMH MPOTYKTaMH.

3. B cOOTBETCTBYIOUIMX CITy4yasiX HEOOXOAUMO MPECTaBUTh MOATBEPIKICHNE TOTO, YTO
B3aMMO/ICHCTBIE MEXKAY COJIEPKUMBIM U YIIaKOBOYHBIM MaTEPUAJIOM HE IPOUCXOIUT
(HampuMmep, OTCYTCTBYET NIEPEMELICHNE KOMIIOHEHTOB IIPEJIaraéMoro Marepmaia B €ro
COJIEP’)KUMOE, KOMITOHEHTHI JIEKAPCTBEHHOTO MpernapaTa He MepexoasT B YIaKOBKY), BKIItOUast
MOJITBEPXKIEHUE TOTO, YTO MaTepUall COOTBETCTBYET COOTBETCTBYIOLIUM (papMaKoneitHbIM
TpeOOBaHUSAM O IJIACTUYECKUX MaTepUaliax U 00bEKTax, KOHTAKTUPYIOIIUX C MUIIEBBIMU
IIPOJYKTAMH.

4. Jlexnapanust AepKatelisi perucTpaliMoOHHOTO yaoctoBepeHus win nepxarens MOADC, uyro
TpeOyemble Hcciel0BaHNs CTA0MIBHOCTH HayaThl B COOTBETCTBUHU C YCTaHOBJIEHHBIMU
TpeOOBaHUSAMU (C YKa3aHHEM HOMEPOB Cepuil); M UTO (B COOTBETCTBYIOIIMX CIIydasix) Ha
MOMEHT BBEJICHUS U3MEHEHUH B €ro pacnopspKeHUH HaXOAWINCh TpeOyeMble MUHUMAIIbHBIE
YIOBJIETBOPUTEINIbHBIE TAHHBIE [0 CTAOMIBHOCTH; U YTO UMEIOLINECS JaHHbIE HE
CBHJIETEJILCTBOBAJIM O Kakou-1mubo npodieme. Heobxoamumo Taxke npeacTaBUTh
MOJTBEPXKAEHUE TOTO, YTO UCCIIEA0BAaHUS OyIyT 3aBEPIICHBI, U YTO €CIIHM PE3YJIbTaThl HE
OyAyT YKJIaJbIBaThCs B CIICIIM(HUKAIIMY WM IIOTEHIMAIBHO HE YKJIaIbIBATHCS B




crenugpuKanuy Ha KOHEll CpoKa TOAHOCTH/TIepHOa MOBTOPHOTO UCTIBITAHUS, UX HEMEJIEHHO
MPEACTABAT YIIOJTHOMOUYEHHOMY OpraHy Hapsiay ¢ MpejiaraeMbIM IUIAHOM JE€HCTBUM.

5. Pe3ynbraThl ncciie10BaHUM CTaOMIBHOCTH, IPOBEICHHBIX B COOTBETCTBHH C
YCTaHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMBIM MTapaMeTpaM CTa0OMIHBHOCTH HE MEHEEe YeM Ha
JIBYX OIBITHO-IIPOMBIIIJICHHBIX WM MPOMBIIIEHHBIX CEPHUSAX, OXBATHIBAIOLIUX HE MEHEE TPEX
MECSIIEB, ¥ IOATBEPKACHHUE TOTO, YTO YKa3aHHBIC UCCIICOBAHMS OyIyT 3aBEPIICHBI, U €CIIN
pe3yNbTaThl He OYAYT YKJIaAbIBaThCS B ClieNU(UKALIMY WM MTOTEHIIMAIBLHO HE YKIIaIbIBAThCS
B crienu(MKaluy Ha KOHEIl CPOKA TOJTHOCTH/TIEPHO/Ia IIOBTOPHOTO MCTIBITAHHUS, UX
HEMEJICHHO MPE/ICTABAT YIIOJIHOMOYEHHOMY OpraHy Hapsiy ¢ IpeajgaraéMbIM ILIaHOM
JICHCTBUU.

6. CpaBHEHHUE ACHCTBYIOIIUX U MPEJIaraeMbIX Crieln(UKaIuii MePBUYHON YITaKOBKHU (€CIH
IIPUMEHHMO).

b.I.B. 2 3menenne napamerpoB crenuduramuu 1 | Yenosus | Tpebyemas Bun

(MIM) KpUTEPHUEB MTPUEMIIEMOCTH IEPBUYHOMN JOKYMEHTalus | mpoueaypsl
YIIAKOBKH aKTUBHOMW (hapMarieBTHUECKON
cyOcTaHIIMH

a) YKecTOueHUE KPUTEPUEB IPUEMIIEMOCTH 1,2,3,4 11,2 1A
cnenudukanum

0) JlobGaBieHne B CCIU(UKALINIO HOBOTO 1,25 1,2,3,4,6 1A
napamMeTpa U COOTBETCTBYIOIIEMY €My METO/1a
HUCIILITAHUN

B) HckittoueHne HeCyeCTBEHHOTO IapaMerpa 1,2 1,2,5 1A
crenudpuKanuy (HapuMep, UCKIFOYCHHE
yCTapeBIIETO NapameTpa)

r) Jlob6aBieHue v 3aMmeHa mapamerpa 1,2,3,4,6 IB
cnenuduKanum u3 cooopakeHni 6€30MacHOCTH
WJIN KauyecTBa

Vcenosus

1. I3MeHeHue He SBISETCS CIEACTBHEM KaKOTO-IH00 00s13aTeNbCTBA, TPUHATOTO 110
pe3yJibTaTaM paHee MPOBEICHHBIX SKCIIEPTHU3 C IEIbI0 AaHAIN3a KPUTEPUEB MPUEMIIEMOCTH
crenuduKanuu (HarpuMep, B X0I€ PErUCTpaliy JEKapCTBEHHOTO Mpernapara Wik BHECEHUs
n3MeHenui Il Tuna), eciiv ToJIbKO OHO paHee He paCCMOTPEHO U 0JJOOPEHO B KaYECTBE MEPhI
MOCIEAYIONIEr0 HAOTIOJCHUSI.

2. VI3MeHeHue He SBIISIETCS CIICICTBUEM HETIPEIBUICHHBIX CUTYAIIMH, BOSHUKIIINX B XOJ1€
MIPOU3BO/ICTBA YIIAKOBOYHOTO MaTepraa WK MPU XpaHEHUH aKTUBHOMN (hapMalleBTUYECKOM
CyOCTaHIINH.

3. JIro60oe n3MeHeHue I0DKHO YKJIaIbIBAThCS B IMAIa30H TEKYIIUX OJ0OPEHHBIX KPUTEPHEB
MPUEMIIEMOCTH.

4. AHanuTHYECKas METOAUKA HE M3MEHSICTCS WU U3MECHSECTCS HE3HAUUTEIIBHO.

5. Hu oivH HOBBIM METO/ UCIIBITAHKUS HE OCHOBAH Ha HOBOM HECTAaHIAPTHOW METOJI0JIOTUH
WJIA CTAHJAPTHOW METOJ0JOTHH, UCIIOJIb3YEMOW MI0-HOBOMY.

JloxyMeHTanus

1. ITommpaBka K COOTBETCTBYIOIIEMY(MM) pa3zeny(am) 10Che.

2. CpaBHHUTENbHAS TaONMIIA TEKYIIUX U MIPeAaraeMbixX crenupuKanni.

3. IlogpoOHoe onucanue 10001 HOBOM aHATUTUYECKON METOUKHU U JaHHbIE IEPBUYHOMN
JKCIEPTU3HI (B COOTBETCTBYIOIIUX CIyYasx).

4. JlanHble aHAIM3a JBYX CEpU YITaKOBOYHOI'O MaTepHaa 110 BCEM apaMeTpam
cnenuduKanum.

5. OGocHOBaHME/OLIEHKA PUCKOB CO CTOPOHBI JIepKaTENsl PETUCTPAIMOHHOTO YI0OCTOBEPEHHS
unu aepxatenss MOADC cooTBETCTBEHHO, MOITBEPKIAIOIIUE, YTO
BHYTPUIIPOU3BOJICTBEHHBIN IAPAMETP SIBJISIETCS HE3HAUYMMBIM MJIM YCTapEBIIUM.




6. O6ocHOBaHUE co cTOpOHHI Aepxkatens PY wmm nepxarens MOADC cooTBeTCTBEHHO
HOBBIX NTapaMeTpa crieHUpUKAIMHI U KPUTEPUEB TPUEMIIEMOCTH.

b.1.B. 3 lI3MeHeHue aHaIUTUYECKOW METOIUKU Ycnosus | TpeGyemast Bun
WCIIBITAaHUS TIEPBUYHOMN YITAKOBKH aKTUBHOM JOKYMEHTAITUS | TIPOIIETyPhI
(dhapmalneBTHIECKOM CyOCTaHIINN

a) He3nauurenbHbIe H3MEHEHUS YTBEP)KICHHON 1,2, 3 1,2 1A
AHAJIMTUYECKOM METOIUKHU

0) [Ipoune u3MeHeHUs aHATTUTUYECKON METOIMKHU 1,3,4 1,2 1A
(BKJIIOYast T0OABIEHUE WITH 3aMEHY)

B) MckitoueHne aHaTUTUYECKON METOUKH, €CITH 5 1 1A
aNbTEPHATHBHAS €l METOJIMKA y)KE YTBEPIKICHA

VYcnoBus

1. CornacHo cooTBeTCTBYIOIIMM JoKymMeHTaM PecriyOnuku Kazaxcran, npoBeneHa
HeoOxoIuMast TIepBHYHAS KCIIEPTH3a, TIOITBEPIKIAIOIIAs TO, YTO OOHOBICHHAS
aHAJIMTUYECKasi METOIMKA, II0 MEHbIIIEH Mepe, SKBUBAJICHTHA MPEIbIAYIICH.

2. Meton ananu3a He U3MEHWICA (HAIIpUMeEp, U3MEHEHHUE JUTMHBI KOJIOHKU WJIM TEMIIEPATYPhI,
HO HE JPYToil BU KOJOHKH WIIU METOJ).

3. Hu oguH HOBBIM METOJ UCIIBITAHUIM HE OCHOBAH HA HOBBIX HECTAHIAPTHBIX METOAAX WU
CTaHJAPTHBIX METOJIaX, UCIIOJIb3YEMBIX I0-HOBOMY.

4. AktuBHas GapMareBTHIecKas CyOCTaHIINS/IEKApCTBEHHBIN IIperapar He SBISIOTCS
OMOJIOTrMYeCKUMHU/UMMYHOJIOTUYECKUMHU.

5. B oTHOIIeHNH TTapaMeTpa crielnGUKAIA COXPAHICTCS aHATUTHYSCKAs METOIUKA, TIPH
ATOM TaKas METOJIMKa He Obu1a qo0aBieHa nocpeacTsoM [A/yBegomuenus.

JloxyMeHTanus

1. ITompaBka K cooTBEeTCTBYIOIIEMY(MM) pa3aeny(am) 10che, BKIOYas ONKUCaHUE
AHATTUTUYECKON METOJIOJIOTHH, PE3IOME JaHHBIX IEPBUYHOM IKCIIEPTU3HI.

2. CpaBHUTENbHBIE PE3YyIbTAThl IEPBUYHON IKCIIEPTU3BI WIH, TPH HATTHYUKA 00OCHOBAHUS,
CpaBHUTEJIbHBIE PE3YIbTAThl aHAJIN3A, TOATBEPKIAIOIIUE TO, YTO TEKYIIEE U IpeIaraeMoe
WCIBITaHNE YKBUBAJICHTHBI. HacTosiiee TpeboBaHNE HE TPUMEHSIETCS, €CIIU J00aBIsIeTCs
HOBas aHAJTUTUYECKasi METOUKA.

B.I. ) CrabunbHOCTH

b.I.r. 1 U3meHeHne neproaa noBTOPHOTO VYcnosus | TpeGyemas Bun
WCIBITaHUS/TIEPUOIa XPAaHEHUSI NN YCIIOBUI JOKYMEHTAUUs | IpOLEayphl
XpaHEeHUsI aKTUBHOHN (papMalieBTUIECKOM
CyOCTaHIMH, €CIIU B PETUCTPAL[IOHHOM J10ChE
OTCYTCTBYET CEpTU(PUKAT COOTBETCTBUS
EBponeiickoit @apmakoneu, OXBaTbIBAIOIIHN
IIEPUOJL TIOBTOPHOI'O UCIIbITAHUS

a) [leproa MOBTOPHOTO UCTIBITAHHMS/TIEPHO,T 1 1,2,3 1A
XpaHeHus
1. CokpaiieHue

2. YBenuueHne nepruoaa MoBTOPHOTO UCIIBITAHUS I
MyTE€M SKCTPANOISIUHN TaHHBIX IO CTAOUIIBHOCTH,
HE COOTBETCTBYIOIIEH JoKyMeHTaM PecryOnuku
Kazaxcran (*)

3. YBennueHue nepuoia XpaHeH!st I
OMOJIOTNYECKOI/MMMYHOJIOTHYECKON aKTHBHOM
(hapMareBTHUeCKOM CyOCTaHINH, HE




COOTBETCTBYIOIIHE 0I00PEHHOI ITporpaMmme
HN3YUCHUA CTaGI/IHLHOCTI/I

4. YBenuueHue WK BBEJICHUE IIEpUO0/1a TIOBTOPHOIO 1,2,3 IB
UCTIBITaHHSI/TIEPUOIa XPaHEHUS, TOATBEPKIECHHOTO
JAHHBIMH €CTECTBEHHOT'O XPAHEHUS

0) YcnoBust XpaHeHHsI

1. U3MeHeHue ycaoBUM XpaHEHUs: aKTUBHOE 1 1,2,3 IA
(hapmareBTHUeCKoi CyOCTaHIIMU Ha 00JIee CTPOTHe

2. VI3MeHeHue yCIOBHi XpaHEHUS I
OMOJIOTMYECKIX/UMMYHOJIOTHYECKUX aKTUBHBIX
(hapMaIeBTHUECKUX CYOCTaHIIUMN, €CITH
WCCJICIOBAHMS CTA0MIIBHOCTH MPOBE/ICHBI HE B
COOTBETCTBHUH C TEKYIIIMM yTBEPKICHHBIM
MIPOTOKOJIOM CTaOMIIBHOCTH

3. 3MmeHeHue ycaoBHi XpaHEHUs aKTUBHON 1,2, 3 IB
(hapManeBTHYECKOIN CyOCTaHIINN

B) l3MeHeHue yTBepKIEHHOM MPOrpaMMbl 1,2 1,4 1A
W3YYCHHS CTAOMIILHOCTH

VYcnoBus

1. U3meHeHue He SBISAIOTCS CIIECTBUEM HENPEABUICHHBIX CUTYalluid, BOBHUKIINX B XOJ1€
MIPOU3BOJICTBA, UM U3MEHEHUS CTAOUITLHOCTH.

2. VI3MeHeHus He IPUBOJAT K PACIIMPEHUIO KPUTEPUEB IPUEMIIEMOCTH UCIIBITYEMbIX
MapaMeTpOB, UCKIIOYEHUIO MapaMeTpa CTaOMIbHOCTH MM CHIDKEHHUIO YaCTOTHI MCTIBITAHHM.

JloxyMeHTanus

1. ITormpaBka K cooTBETCTBYIOIIEMY(KMM) pa3aeny(am) gocke. Heobxoaumo npeacTaBuTh
pE3yNbTaThl COOTBETCTBYIOIINX UCCIETOBAHUI CTAOMILHOCTH B PEallbHOM BPEMEHH,
MIPOBEJICHHBIX B COOTBETCTBHH C COOTBETCTBYIOIIUMHU PYKOBOACTBAMH IT0 CTA0OMIIBHOCTH HE
MeHee ueM Ha JIBYX (I OMOJIOTHYECKUX JeKapCTBEHHBIX MPEMNapaToB — TPEX) OIMBITHO-
MIPOMBIIIIJICHHBIX WU MPOMBIIIUICHHBIX CEPUSX aKTUBHOU (DapMarieBTHUECKOH CyOCTaHIIHH,
YIIaKOBAaHHOM C MIOMOIIIBIO 3aPETUCTPUPOBAHHOTO YIIAKOBOUHOTO MaTepuaa, u
OXBAaTBIBAIOMIIMX BECh MPEIaracMblii IEPHOJ] IIOBTOPHOTO MCITBITAHKSI HITH IpEJIaracMble
YCIIOBUSI XpaHEHHUSI.

2. [ToaTBepkIeHNUE TOTO, YTO MCCIICAOBAHUS CTAOMILHOCTH MTPOBEICHBI B COOTBETCTBUH C
TeKyIel 0I00peHHOI MporpaMMoii. Pe3ynbTaThl UCCIeOBaHUS JOMKHBI IOITBEPKIATh, UTO
COOTBETCTBYIOIIHE O0OPEHHBIE CEIU(UKAIIUN TPOJOJIKAIOT COOTIOAATHCS.

3. Konuu yTBepkIeHHBIX crienn(uKaIiii Ha aKTUBHYIO (hapMalleBTUUECKYIO CyOCTaHIIHIO.
4. O60ocHOBaHUE MIPEAJIaraeMbIX W3MEHEHUH.

(*) [Ipumeuanue MIEPUOJT TIOBTOPHOTO UCTIBITAHUS HE
IPUMCHUM K
OHMOJIOTUYECKUM/UMMYHOJIOTUIECKUM
AKTUBHBIM (papMaleBTUYECKUM
cyOCTaHIMSIM

b.I. 1) [IpoexTHOE MOJIE U MPOTOKOJ MOCTPETUCTPALIMOHHBIX W3MEHEHUH

b.I.n.1 Beenenue HOBOro mpOEKTHOTO MO WIH Ycnosus | TpeOyemast Bun
pacipeHie 0100peHHOro MPOEKTHOTO MO JOKYMEHTaus | mpoueaypsl
aKTUBHOH (apMalieBTU4YecKol CyOCTaHIIHH,

3aTparuBaroIlee

a) OJIHY OTEPAIMOHHYIO SIMHUILY TIpoIiecca 1,2, 3 |
IIPOU3BOJICTBA AKTUBHOM (hapMaleBTHUECKOM




CyOCTaHIMH, BKIIFOYasi COOTBETCTBYIOLIHE
BHYTPHUIIPOU3BOJICTBEHHBIE KOHTPOJIU U (UJIN)
AHAJIMTUYECKHE METOINKH

0) aHATMTUYECKUE METOJUKH UCXOTHBIX 1,2, 3 |
MaTepHaIOB/TIPOMEKYTOYHBIX TPOAYKTOB U (MJITH)
AKTMBHOM (papMarieBTUUECKOMN CyOCTaHIIUN

JloxyMeHTanus

1. IIpoekTHOE MOJ€ OBLTO pa3paboTaHO HA OCHOBAaHMH COOTBETCTBYIOIIMX YCTAHOBJICHHBIX
TpeOOBaHUI U MEXTyHAPOJAHBIX HAYYHBIX PYKOBOJCTB. Pe3ybTarhl nccieqoBanuit
pa3paboTKu IPOAYKTa, MpoIecca U aHAIUTUYECKOM METOI0JIOTUH (HarpuMep,
B3aMMOJICHCTBHE PA3IUYHBIX TApaMETPOB, (OPMHUPYIOLINX MOIKAIIEES U3YICHUIO
MIPOEKTHOE MO0JIe, BKJIIOYask OLIEHKY PUCKOB U MHOTOMEPHBIE HCCIIEI0BaHUSI COOTBETCTBEHHO),
B COOTBETCTBYIOIIMX CIIy4asX MOATBEPKIAIOIINE TO, YTO JOCTUTHYTO LEIOCTHOE
MEXaHUCTUYECKOE TOHMMaHUE TI0Ka3aTesiel KauecTBa MaTeprasIoB U NapaMeTpoB Ipoliecca
Ha KPUTHUYECKHUE TTOKA3aTeNIM Ka4eCTBa aKTUBHOM (DapMalieBTHYECKOM CyOCTaHIINH.

2. OnucaHue MpOeKTHOTO MOJI B TAOIMYHOM BHU/IE, BKIIIOYAs IEPEMEHHbIE (CBOMCTBA
MaTEepUajIoB U MapaMeTpsl IIpoLecca NPOU3BOACTBA) U UX IPeiaracMble JUarna3oHbl.

3. [lompaBka k cooTBeTCTBYIOIIEMY(MM) pa3aeny(am) J0Cke.

b.1.n.2 Beenenue nocTperucTpaiioHHOIO VYcnosus | TpeOyemast Bun
IIPOTOKOJIA YIIPABICHUS U3MEHEHHSIMU, JOKYMEHTAIUs | MPOLEeaypbl
3aTparuBaroOIIMMU aKTUBHYIO (hapMalleBTHUECKYIO
cyOCTaHIIHIO

1,23 I
JloxyMeHTanus

1. ITogpoOHOE ornMcaHKe MpeAIaracMoro H3MEHCHHUSI.

2. [Iporokou ynpaBiaeHHs] U3MEHEHUSIMU, 3aTParuBalOIIMMU aKTUBHYIO (hapMalleBTUYECKYIO
CyOCTaHIIHIO.

3. I[lompaBka K COOTBETCTBYOIIEMY(HMM) pa3aeny(aM) H0Cke.

b.I.n. 3 Uckimouenne nocTperucTpauoHHOro VYcnosus | TpeGyemas Bun
IIPOTOKOJIA YIIPABIEHUS U3MEHEHUSIMH, JOKYMEHTAUUs | IpOLEIyphl
3aTparuBarOIMMHU aKTUBHYIO (papMalieBTHYECKYIO
cyOCTaHIINIO

1 1,2 1A

Ycnosus

1. McknroyeHne nocTperucTpaMoOHHOIO MPOTOKOJIA YIIPABIEHNS H3MEHEHUAMH,
3aTparuBaroIMMH aKTUBHYIO (papManeBTHUECKYI0 CYOCTaHIINIO, HE SIBIISIETCS CIEACTBUEM
HEMpeIBUIECHHBIX CUTYaIMil UM HECOOTBETCTBUS CIIeU(UKALINN B XOJI€ BBEACHUS
M3MEHEHHUH, ONMCAaHHBIX B IPOTOKOJIE, U HUKAK HE BIMSIET HAa YyTBEPXKICHHBIE CBEJIEHUS,
BKJIFOUEHHBIE B PETUCTPAIIMOHHOE JIOCHE.

JloxyMeHTanus
1. OGocHOBaHME TIPEIIAraeMOT0 UCKITIOUEHUS.
2. [onpaBka K COOTBETCTBYIOIEMY(KMM) pazneny(am) 1oche.

b.I.n. 4 I3meneHus yTBEpKIAECHHOTO MPOTOKOJIA VYcnosus | Tpebyemast Bun
YIPABJIECHHUS] U3MEHEHUSIMU JOKYMEHTaIMs | IpOoUeayphl

a) 3HauMMble U3MEHEHUSI IPOTOKOJIA YIIPABICHUS I
VM3MEHEHUSIMU

6) Hesnaunmble U3MEHEHUS IPOTOKOIIA 1 IB
VIIpaBJICHUS] H3MEHEHUSIMH, KOTOPHIE HE N3MEHSIOT
CTpaTErHIo, ONMCAHHYIO B IPOTOKOJIE

JloxyMeHTanus




1. Jexnaparusi, 9To 11000€ U3MEHEHUE JTOJDKHO YKIIaIbIBAThCS B TUAMA30H JICHCTBYIOIMINX
YTBEPKICHHBIX KpUTEPHUEB IpremiieMocTu. IlTomumo 3toro, nexnapamnus Toro, 4ro B
OTHOIIIEHUH OMOJIOTHYECKUX/MMMYHOJIOTHYECKHUX JICKaPCTBEHHBIX MpErapaToB HE TpeOyeTcst
OIICHKA COIIOCTABUMOCTH.

b.I.a. 5 Peanu3auus u3MeHeHU, Ycnosus | TpeGyemast Bun
MPEAYCMOTPEHHBIX YTBEPKICHHBIM ITPOTOKOJIOM JIOKYMEHTAIUS | TIPOIETyPhI
yIPaBICHNS H3MEHCHHSIMH

a) Peanm3anus usmenenus He Tpedyer 1 1,2, 4 1A
IOIOJHUTEIBLHBIX BCIIOMOTATENbHBIX TaHHBIX

0) Peanmuzanus usmeHeHus Tpedyer 1,2,3,4 IB
IOIOJTHUTEIBHBIX BCIIOMOTATEAbLHBIX TaHHBIX

B) Peanuzarus uaMeHeHUs: OMOJIOTHYECKOro/ 1,2,3,4,5 IB
MMMYHOJIOTHYECKOTO JICKAPCTBEHHOTO IIpernapara

VcmoBus

1. [IpeasioxkeHHOE U3MEHEHHUE OCYILIECTBICHO B IOJIHOM COOTBETCTBUU C YTBEPKIECHHBIM
MPOTOKOJIOM YIPABJIEHUS N3MEHEHUSIMU.

JloxyMeHTanus

1. Ccputka Ha YTBEPIKIACHHBIN POTOKOJ YIIPABICHUS U3MECHCHHUSIMHU.

2. [lexnaparusi, 4TO U3MEHEHHE COOTBETCTBYET YTBEPKACHHOMY MIPOTOKOIY YIIPABICHUS
W3MCHCHUSMH U YTO PE3YJIbTAThI HCCIICIOBAHUS YIOBICTBOPSIOT KPUTEPHSM IPUEMIIEMOCTH,
OroBopeHHbIE B IpoTokoie. [Tomumo 3Toro, Aeknapaius Toro, 4To B OTHOIICHUU
OMOJIOTMYECKIX/UMMYHOJIOTMYECKHX JICKAPCTBEHHBIX MPETIapaToB HE TPEOYETCs OleHKA
COIMOCTaBUMOCTH.

3. Pe3ynbrarhl HcceI0BaHUM, POBEJACHHBIX B COOTBETCTBUU C YTBEPIKICHHBIM IIPOTOKOJIOM
yIpaBICHUS U3MEHEHUSIMHU.

4. TlorpaBka K COOTBETCTBYIOIIEMY(HUM) pa3aeny(aM) 10Che.

5. Konust yTBep K IeHHBIX ciel(UKaAIUil Ha aKTUBHYIO (hapMalleBTHUECKYIO CyOCTaHIIHIO.

b.11 JIekapcTBeHHBIN npenapar
b.1I. a) Buennuii Bug u coctan

b.IL.a. 1 I3menenue unu 1o6aBiieHUE OTTUCKOB, VYcnosus | TpeGyemas Bun
IPABUPOBKH WJIM MHBIX 3HAKOB, BKJIIOUYAs 3aMEHY JOKYMEHTAUUs | IpOLEayphl
WM A00aBIeHHE YEPHUII, UCIIOIB3YEMBIX MPU
ITPOU3BOJICTBE JICKAPCTBEHHOIO Ipenapara

a) I3MeHeHUs OTTHCKOB, TPaBUPOBKHU WJIM WHBIX 1,2,3,4 11,2 1A
3HAKOB

0) M3MeHeHne pUCOK/TUHUI pazioma, 1,2,3 IB
MpeTHA3HAYCHHBIX JIJIS pa3JICIICHHs Ha PaBHBIC
TTO3BI

Ycnosus

1. Cneunduxaium 1eKapcTBEHHOIO MperapaTa Ha BbIYCK U Ha KOHEIl CpoKa FOJIHOCTH He
M3MEHSIOTCS (32 UCKJIIOYEHHEM BHEITHETO BU/IA).

2. Bce uepHuia 10KHBI COOTBETCTBOBATH JIEHCTBYIOIIEMY (papMalleBTUYECKOMY
3aKOHOJATEIIbCTBY.

3. Pucku/nuHuu paznoma, He peJHa3HAYCHbI Ha pa3JielieHue Ha paBHbIE JJO3BI.

4. 3HaKu JIeKapCTBEHHOTO Npenapara, UCIOJIb3yEeMbIE JUIsl pa3Iu4eHUs JO3UPOBOK,
MIOJIHOCTHIO HE Y/IaJICHBI.

JloxyMeHTanus




1. ITorrpaBka K COOTBETCTBYIOIIEMY(KMM) pa3aeny(amM) 10cke, BKIIOYas oapoOHOe
rpadUuecKoe UM MOBECTBOBATEIILHOE OMMCAHUE TEKYIIIETO U HOBOTO BHEIIIHETO BU/IA, a
TaK)Ke COOTBETCTBYIOIIUI NIepecMOTp UH(GOPMAIIUU O JIEKapCTBEHHOM Ipenapare.

2. B cooTBeTCTBYIONIUX CiTydasix 00pasiibl JIEKAPCTBEHHOTO Ipernapara.

3. Pe3ynbpTarhl COOTBETCTBYIOIIMX UCTIBITaHUM 110 ['ocynapcTBeHHO Dapmakornee
Pecrry6nuku KazaxcraH, moATBep K Ial0MIe YKBUBAJICHTHOCTh CBOMCTB/IPAaBUIIBHOCTh
JIO3UPOBAHUSL.

b.1l.a. 2 I3meHenue Ghopmbl WIH pa3MEPOB VYcnosus | Tpebyemas Bun
JIEKapCTBEHHOU (hOPMBI JOKYMEHTAIs | mpoteaypsl
a) TabGneTku, Kancyssl, cynno3utopun u neccapun | 1,2,3,4 | 1,4 1A

C HEMEJJICHHBIM BBICBOOOKIICHHEM

0) JlekapcTBeHHBIC (HOPMBI C OTCPOUYCHHBIM, 1,2,3,4,5 IB

MOJU(UIIMPOBAHHBIM WM TPOJIOHTHPOBAHHBIM
BBICBOOOXK/IEHHEM U TaOJIETKU C PUCKOH,
IIpeAHA3HAYECHHOM I pa3/IelIeHUs] HA PABHBIC
JIO3bI

B) JloGaBiieHre HOBOT'O Habopa JIst I
pannodapmManeBTHIeCKOTo JIEKapCTBEHHOTO
npernapara ¢ ApyruM 00beMOM 3a0JTHEHHUS

Vcnosus

1. [Tpoduias pacTBOpEeHUs M3MEHEHHOTO JICKAPCTBEHHOTO IIpernapara COOCTaBUM CO CTaphIM,
€CJIM IPUMEHUMO. [Ipu HEBO3MOKHOCTH MPOBEICHUS UCIIBITAHKUS PACTBOPEHUS BPEMS
pacraagaeMOCTH HOBOI'O JIEKAPCTBEHHOTO IMpernapara B CPAaBHEHUU CO HEU3MEHECHHBIM.

2. Cnenmdukanuy JIEKapCTBEHHOTO MpernapaTa Ha BBIITYCK M Ha KOHEI] CPOKa TOJHOCTH HE
M3MEHWINCH (3a UCKIIIOUEHHUEM Pa3MepOB JICKAPCTBEHHON (hOPMBI).

3. KauecTBeHHBII 1 KOJMYECTBEHHBIN COCTAaB M CPEIHSISA Macca HE U3MEHUIIKCh.

4. 3MeHeHHe He 3aTparuBaeT TabJIeTKH C PUCKOM, MpeTHa3HAuYeHHOW IS pa3ielleHUs
JIEKApCTBEHHOU (DOPMBI HA paBHBIE JI036I.

JloxymMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(KMM) pa3aeny(aM) A0Che, BKIIOYas OApOoOHOE
rpaduueckoe 0TOOpakeHUE TEKYILEro U MPeIaraéMoro MojI0>KeHHsI, a TAK)Ke IePecMoTp
nH(pOpMaLIUU O JIEKAPCTBEHHOM IIperapaTe COOTBETCTBEHHO.

2. CpaBHHUTENBbHBIE JAHHBIE PACTBOPEHUS HE MEHEE YEM OJIHOM OIBITHO-IIPOMBIIIEHHON
CEpUH C TEKYLIUMH U MpeAjaraéMbIMI pa3MepamMu (OTCYTCTBUE 3HAUUTEIbHBIX Pa3IndUii ¢
TOUYKH 3PEHUs CONOCTaBUMOCTH — cM. [IpaBuiia mpoBeneHus uccieq0BaHuN
OMOPKBHUBAJICHTHOCTH JIEKApPCTBEHHBIX IpenapaToB (nanee — [IpaBuia npoBeaeHus
HCCIIeI0BaHHU OMOAKBUBAJIEHTHOCTH). B OTHOIIIEHNH JIeKapCTBEHHBIX PACTUTEIIBHBIX
MIpernapaToB MPUEMIIEMBI JaHHbIE CPABHUTEIBLHON pacmalaeMOCTH.

3. O6ocHOBaHMSI HENPECTABICHUS PE3YJIbTATOB HOBOT'O MCCIIEJOBAHNUS OMO3KBUBAIEHTHOCTH
cornacHo [IpaBwiiam nmpoBeaeHUs NCCaeA0BaHN OMOIKBUBAIEHTHOCTH.

4. B cOOTBETCTBYIOLIUX CIIydasix 00Opasiibl JIEKAPCTBEHHOTO Ipernapara.

5. Pe3ynpTaTel COOTBETCTBYIOMNX UcHbITaHui 0 ['ocynapcreennon dapmakoriee
Pecny6onuku KazaxcraH, moaTBep K Aatolie SKBUBaIEHTHOCTh CBOWCTB/IIPAaBUIIBHOCTD
JTIO3UPOBAHUSL.

MMeYaHue 14 b.Ila. 2.8), m1000€ u3MeHEHHE
)11 b.ILa. 2.B), m106

«O3UPOBKMNY JIEKAPCTBEHHOTO
npernapara TpeOyeT MoJjauu 3asBICHUs
0 paCHIMPEHUH PETUCTPALMH.

b.Il.a. 3 3meHeHue cocTtaBa (BCIIOMOTaTEIbHBIX VYcnosus | Tpebyemast Bun
BELIECTB) JEKAPCTBEHHOIO IIpenapaTa JOKYMEHTAIHs | IPOLEIYPEI

a) MI3aMeHeHne cocTaBa BKYCOBBIX J100aBOK
(apomMaTHU3aTOpOB) WM KpacUTeIEH




1. JloGaBiieHHEe, MCKITFOUCHUE WITH 3aMEHAa 1, 2, 3, 1,2,4,5,6 1A
4,5, 6,
7,9
2. YBENMYCHHUE UM YMEHBITICHUE COJICPKaHUS 1,2,3,4 11,2, 4 1A
0) [Ipoure BcioMmoraTebHbBIE BEIIECTBA
1. JIroOast He3HAYMTEIIbHASI KOPPEKITHUS 1, 2, 4, 1,2, 7 1A
KOJIMYECTBEHHOI'0 COCTaBa BCIIOMOIraTEIbHBIX 8,9, 10

BCIICCTB JICKAPCTBCHHOI'O ITpEIIapara

2. KayecTBeHHbIC HIIH KOJMYECTBEHHBIC H3MCHEHHS I
OZIHOTO WM 00JIee BCIOMOTaTeIbHBIX BELIECTB,
CYILIECTBEHHO BIHSIOIINE HA KA4ECTBO,
6e301acHOCTh WK 3PPEKTUBHOCTD
JIGKapCTBEHHOTO TIpernapara

3. 3meHeHue, 3aTparuBaoiiee OMoJIornIecKuii/ I
MMMYHOJIOTHYECKHUH Mpemnapar

4. JIro00€e HOBOE BCIIOMOTaTeIbLHOE BEIIECTBO, 1
IIPEJIToJIararoIiee NCIoJIb30BaHHE MATECPHUAJIOB
YCJIOBCUCCKOI'O UJIN )KUBOTHOT' O HpOI/ICXO)KI[GHI/If{,
TPEOYIONIMX OIIEHKHU JaHHBIX BUPYCHOU
6e3onacHoctu U (mwm) pucka TI'D

5. U3menenue, 000CHOBaHHOE PE3ybTaTaMU I
WCCIICIOBaHMsI OMOIKBUBAJICHTHOCTH

6. 3amMeHa OJHOIO BCIIOMOTIaTeILHOr0 BEIECTBA 1,3,4,5,6,7, | IB
CXOJIHBIM BCIIOMOTaTEIbLHBIM BEIIECTBOM C TEMH KE 8,9
(GYHKIMOHATBHBIMH XapaKTEPUCTHKAMH B
AHAJIOTMYHOM KOJIMYECTBE

Ycnosus

1. 3meHeHus (yHKIMOHATIBHBIX XapaKTEPUCTHK JIEKapCTBEHHOH (OPMBI, HalIpuMep,
BPEMEHH pacnazaeMOoCTH, MPO(Uis pacTBOPEHUS OTCYTCTBYIOT.

2. Besikyro HE3HAUUTEIbHYIO KOPPEKIIMIO COCTaBa /sl MoAAepKaHUs o0111el MacChl
HE00X0/IMMO OCYLIECTBIISITh BCIIOMOTaTEIbHBIM BEIIECTBOM, COCTABJISIOIINM B HACTOSIIEE
BpEMS OCHOBHYIO YacTh JIEKAPCTBEHHOTO IIpenapara.

3. Cnenuduxaius JeKapcTBEHHOTO Mpenapara 0OHOBJICHA B YaCTH BHEIIHETO
BUJIa/3amaxa/BKyca 1, Ipu HE0OX0AMMOCTH, UCKIIFOUEHO UCTIBITAHNE HA MOJUTUHHOCTb.

4. HayaTbl COOTBETCTBYIOIINE UCCIIEJOBAHUSI CTAOMIIBHOCTH B COOTBETCTBUU C
YCTaHOBJICHHBIMH TPEOOBAaHUAMM (C YKa3aHUEM HOMEPOB CEpUit); MPOAHAIN3UPOBAHBI
COOTBETCTBYIOIIME TapaMeTphl CTAOUILHOCTH HE MEHEE YeM Ha JBYX OIBITHO-
ITPOMBIIIIJIEHHBIX WJIM MPOMBIIIEHHBIX CEPUSX; B PACHIOPSKEHUH 3asIBUTEIS HAXOAATCS
YIOBJIETBOPUTENIbHBIE PE3YJIbTATHI, IO MEHBIIECH Mepe, 3-MECSIYHOTr0 N3y4eHUs CTaOUIIbHOCTH
(Ha MOMeHT BBeJieHHsI n3MeHeHui [A Tuna u yBegomienus o0 nusmenenusix 1B tumna);
poduite CTAOMIBHOCTH CXO0K C YTBEPHKJIEHHBIM B HACTOSIILIEE BPEMsI TPOPHIIEM.
[TonTBepxaeHue TOro, 4YTO UCCIEA0BAHUS OyIyT 3aBEPILICHBI, U UTO €CIIM PE3YIbTaThl Ha
KOHEI[ CpOKa TOAHOCTH HE OyIyT yKJIaAbIBaThC B CIENM(PHUKAIIUN WM TTOTEHIIUAIBHO HEe
YKJIaJBIBAaThCS B cielM(PUKALINY, UX HEMEIJICHHO MPEJICTABST YIIOJIHOMOYEHHOMY OpTraHy
Hapsay ¢ IpeajlaraéMbIM IUIAHOM JeicTBAN. Kpome Toro, B COOTBETCTBYIOIIMX CIIydasx
HE00XO0AMMO MPOBECTH UCTIBITAHUE (POTOCTAOMIBHOCTH.

5. Bce HOBbIE KOMIIOHEHTHI JJOJKHBI YJIOBJIETBOPSITH TPEOOBAHUSAM COOTBETCTBYIOIINUX
nokymeHToB Pecriyonuku KazaxcraH, kacarommxcst KpacuTenei, HCIoIb3yeMbIX B MMUIIEBOM
IIPOMBIIIJIEHHOCTH, U BKYCOBBIX JJOOaBOK.

6. Hu o1uH HOBBII KOMIIOHEHT HE MIPEAIOJIaracT NCI0JIb30BAHNE MAaTEPUAJIOB YEIOBEYECKOTIO
WM KUBOTHOT'O MPOUCXOXKJICHHS, TPEOYIOIIUX OLEHKH JTaHHBIX BUPYCHOM 0€30IaCHOCTH WU
COOTBETCTBHS JieiicTBYIOIMM TpeboBanusM ['ocynapctBenHoit dapmakonee Pecybnuku




Kazaxcran mo MUHUMU3AIMK pUCKa Mepelayll areHTOB ry04aToi sHiedanonaTuu KUBOTHBIX
MOCPE/ICTBOM JIEKAPCTBEHHBIX MPEMAPATOB JAJIsI MEIULIMHCKOTO U BETEPUHAPHOTO
MIPUMEHEHHS.

7. B COOTBETCTBYIOIIMX CIIy4asiX U3MEHEHUS HE BIMAIOT HA PA3JINYU MEKIY JO3UPOBKAMHU U
HE OKa3bIBaIOT HETaTUBHOTO BIIMSHUS HA BKYCOBbBIE CBOMCTBA JICKAPCTBEHHBIX MIPENapaToB,
MpeAHa3HAYEHHBIX JIJIS IETEH.

8. Ilpoduins pacTBOpeHUs: HE MEHEE YEM JIBYX OIMBITHO-ITPOMBIIIJICHHBIX CEPHil HOBOTO
JIEKapCTBEHHOI'O IIperapaTa CONOCTaBUM CO HEM3MEHEHHBIM (OTCYTCTBUE 3HAUUTEIbHBIX
pa3auyuuii ¢ TOYKU 3pEHHs COOCTaBUMOCTH — cM. [IpaBuiia mpoBeaeHust ucciae10BaHui
OMOSKBUBAIIEHTHOCTH). [Ipr HEBO3MOXXHOCTH MTPOBE/ICHUS UCIIBITAHUS PACTBOPEHUS C
JIEKapCTBEHHBIMU PACTUTENILHBIMU MpenapaTaMu BpeMsl pacriaiaéMOCTH HOBOTO
JIEKapCTBEHHOI'0 IIperapaTa COOCTaBUMO CO HEM3MEHEHHBIM.

9. 3MmeHeHue He SIBISIETCS CIIEICTBUEM HECTaOMIBHOCTH U (MJIH) HE IOJKHO CKa3bIBaThCs Ha
0€30MaCHOCTH, T.€. Pa3IHIUSIX MEXY T03UPOBKAMHU.

10. PaccmaTpuBaemblii JIeKapCTBEHHBIH Mpenapat He SIBISEeTCs
OMOJIOTMYECKUM/UMMYHOJIOTHIECKUM JIEKAPCTBEHHBIM IPENapaToM.

JloxyMeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(UM) pa3zieny(am) 10Chbe, BKIHOYask METO/IbI UCIIBITAaHHS Ha
MOJUTMHHOCTB BCEX HOBBIX KpacuTelel (eciii MPUMEHNMO), a TaKXKe MepecMoTp HH(popMaIum
0 JIEKApCTBEHHOM IIperapare COOTBETCTBEHHO.

2. Jlexnapanus, 94To HaYaThl TpeOyeMble UCCIEAOBaHUS CTAOMIBHOCTH B COOTBETCTBUU C
YCTaHOBJICHHBIMH TPeOOBaHUAMMU (C YKa3aHUEM HOMEPOB Cepuil); U UTO (B COOTBETCTBYIOLIUX
Cllydasix) HA MOMEHT BBE/ICHUS U3MEHEHUI B €r0 paclopsyKeHUU HaXOUIINCh Tpedyemble
MUHHUMAJIbHbBIE YI0BJIETBOPUTEIbHBIC IaHHBIE 110 CTAOMIILHOCTH; U YTO UMEIOIIHECS JaHHbIE
HE CBUIETEIHCTBOBAIIM O Kakoi-1100 npodieme. HeobxonumMo Taxke mpeicTaBuTh
MOJITBEPXKAEHUE TOTO, YTO UCCIIEA0BAaHUS OyIyT 3aBEPIICHBI, U YTO €CIIH PE3YIbTAThI HE
OyayT yKJIaJpIBaThCs B crieln(UKAIMK WIH TOTEHIIMAIBHO HE YKJIaJbIBAThCS B
crienr(UKaui Ha KOHEl CpoKa FOJJHOCTH, UX HEMEUIEHHO MPECTABAT YIOJTHOMOUYEHHOMY
OpraHy Hapsily C IpeUIaraéMbIM IUIaHOM JIEHCTBHIA.

3. Pe3ynbTathl nccie0BaHU cTaOUIBHOCTH, IPOBEIEHHBIX B COOTBETCTBUU C
YCTaHOBJICHHBIMU TPEOOBaHUSIMHU, [10 3HAUUMBbIM [TapaMeTpaM CTaOUILHOCTH HE MEHEE YeM Ha
JIBYX OIBITHO-IIPOMBIIIIEHHBIX WM NIPOMBIIIEHHBIX CEPUAX, OXBATHIBAIOLINX HE MEHEE 3
MeCSIEB, U MOATBEPKACHHUE TOT0, YTO YKa3aHHBIE UCCIIEI0BaHMs OyaAyT 3aBEpILEHbI, U €CIIH
pe3yabTaThl He OyIyT YKJIAABIBAThCS B CHIELM(DUKALMY MU MTOTEHIUAIBHO HE YKJIaIbIBATHCS
B crielM(UKaLMU Ha KOHEL CPOKa FOJJHOCTH, UX HEMEUIEHHO MPEACTABAT YIIOJIHOMOYEHHOMY
OpraHy Hapsily C IpeUIaraéMbIM IJIaHOM JICHCTBHIA.

4. B cOOTBETCTBYIOLIUX ClIydasix 0Opa3ibl HOBOTO JICKApPCTBEHHOT'O Mpenapara.

5. JIu6o ceptudukar coorBercTBus EBponerickoii ®apmakomnen mo TI'D Ha 110001 HOBBIN
MCTOYHMK MaTepuaa, 1100 (€Ciu NPUMEHUMO) JOKYMEHTAIbHOE MOATBEPKIEHHE TOTO, UTO
HMCTOYHHMK MaTepuana, MoABepKeHHbI pucKy T1'D, paHee NpoBepeH yIOJIHOMOYEHHBIM
OpraHom; u ObLIO MOJITBEPXKIEHO €ro COOTBETCTBHE AeHCTBYOMIEH cTaThe ['ocyaapcTBeHHOI
®apmakonee Pecyonnku Kazaxctan mo MUHMMH3AIMK pUCKa NIepeadyr areHToB IyouaTon
sHIIe(paTIONATHH KUBOTHBIX TOCPEICTBOM JIEKAPCTBEHHBIX MPENapaToB AJsl MEIUIIMHCKOTO U
BETEPUHAPHOTO MpuMeHeHus. [t Kak0ro Takoro pojia Marepraia Heo0X0auMO
IIPEICTABUTh CJIEAYIOIINE CBEACHMSI: HA3BAaHUE IPOU3BOINUTEINS; BUJ )KUBOTHBIX U TKaHU, U3
KOTOPBIX MOJTyY€H MaTepHall; CTpaHa MPOUCXOKACHUS )KUBOTHBIX U €r0 UCIOIb30BaHHE.

6. B cOOTBETCTBYIOIIMX CIIydasX AAHHBIE, IOATBEPKAAIOIINE TO, YTO HOBOE BCIIOMOTaTEIbHOE
BEIIECTBO HE B3aUMOJICUCTBYET C aHATUTUYECKUMHU METOUKAMHU CHelU(pUKaLIN
JIEKapCTBEHHOI'O IIperapara.

7. HeoO6xoauMo mocpeIcTBOM HaIexkalei ¢hapmMareBTHIecKol pa3padoTKu (BKIIIOYAs
BOMPOCHI CTAOUIBHOCTH U POTUBOMUKPOOHOTO KOHCEPBUPOBAHUS, €CITU IIPUMEHUMO)
MPEACTaBUTH 000CHOBAHNWE CMEHBI/BBIOOpA BCIIOMOTATEIIbHBIX BEIICCTB U T.]I.




8. CpaBHUTEINIbHBIE TaHHBIE TPO(UIIS pACTBOPEHUS TBEPABIX JIEKAPCTBEHHBIX ()OPM HE MEHEE
YCM Ha IBYX ONBITHO-IIPOMBIINIJICHHBIX CCPUAX JICKAPCTBCHHOT'O ITPEIiapaTa HOBOTO U CTApPOTO
COCTaBOB. B OTHOILIEHNN JIEKAPCTBEHHBIX PACTUTENBHBIX IIPENAPATOB JOCTATOYHBI JTaHHBIE
CPAaBHUTEIBHOM pacIaaeMOCTH.

9. O6ocHOBaHMsI HENPEACTABICHUS PE3YJIBTATOB HOBOT'O MCCIIEJOBaHUS OMOIKBUBAICHTHOCTH
B COOTBCTCTBHHU C HpaBI/IJIaMI/I IPOBCACHUA I/ICCHG,[LOBaHI/Iﬁ OHMO3KBHUBAJIEHTHOCTH.

b.1L.a. 4 I3meHenue Macchl 000JI0UKH VYcnosus | TpeGyemast Bun
JICKapCTBCHHBIX (POPM JIJIS prUeMa BHYTPh HIIH JOKYMEHTAIUs | IPOLEAYPHI
W3MEHEHHE MacChl 000JIOUKH KaTCyJIbl

a) TBepapie iekapcTBEHHBIE (POPMBI IS TPUEMa 1,2,3,4 11,2 1A

BHYTPb

0) JlekapcTBeHHBIC (HOPMBI C OTCPOUYCHHBIM, I
MOJU(UIIMPOBAHHBIM WM TPOJIOHTHPOBAHHBIM
BBICBOOOXKICHHEM, B KOTOPBIX 000JI0YKA SIBIISETCS
KIIIOYEBBIM (DAaKTOPOM BBHICBOOOMKICHUS

YcnoBus

1. IIpoduns pacTBOpeHUs: HE MEHEE YeM JBYX OMBITHO-IIPOMBIIIJICHHBIX CEPUIl HOBOTO
JIEKapCTBEHHOTO MperapaTa COMOCTaBUM CO cTapbiM. [Ipu HEBO3ZMOXXHOCTH MPOBEICHUS
UCIIBITaHUS PACTBOPEHHUSI C JICKAPCTBEHHBIMH PACTUTEIBHBIMHU MIpeTapaTaMu BpeMsi
pacrnagaeMOCTH HOBOTO JIEKAPCTBEHHOTO MperapaTa B CPaBHEHUU CO CTapPbhIM.

2. O6omnouKa He SBJISETCS KIIYEBbIM (JaKTOPOM MEXaHU3Ma BHICBOOOKICHUSI.

3. Crnenudukanus JIeKapcTBEHHOTO TIperapaTa OOHOBJICHA JIUIIIh B YaCTH MACChl U Pa3MEpOB
(ecyi MPUMEHUMO ).

4. HauaTbl COOTBETCTBYIOIINE UCCIECOBAHUS CTAOMIBHOCTH B COOTBETCTBHUH C
YCTaHOBJICHHBIMU TPEOOBAHUSIMH HE MEHEE YeM Ha JIBYX OMBITHO-NPOMBIIICHHBIX WU
MIPOMBIIIJICHHBIX CEPUSX; B PACTIOPSKECHUH 3asIBUTENS] HA MOMEHT BBEJCHUS M3MEHEHUHN
HaXOJATCS YAOBIETBOPUTEIbHBIE, IO MEHBIIIEH Mepe, 3-MecsSYHbIe JaHHBIE 110 CTAOUIBLHOCTH;
MOATBEPKIEHUE TOTO, YTO UCCIIeIOBaHUs OyAyT 3aBepiieHbl. Eciiu pe3ynbpTaThl He
YKJIaJIbIBAIOTCS B CHICHU(PUKAIIMU WM TOTEHIIMAIBHO HE YKJIAJAbIBATHCS B CHEIHU(PUKAIIUN HA
KOHEII CPOKa TOJTHOCTH, UX HEMEJICHHO MPECTABAT YIIOJTHOMOUYEHHOMY OpraHy Hapsiay ¢
MpeJIaraéMbIM IJIAHOM JIEHCTBUN.

JloxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(MM) pa3zeny(am) A0Che.

2. Jlexnaparys, 94To Ha4aThl TPeOyeMble UCCIIE0BaHUS CTAOMIBHOCTH B COOTBETCTBUU C
YCTaHOBJICHHBIMH TPEOOBaHUAMMU (C YKa3aHUEM HOMEPOB CEpui); U UTO (B COOTBETCTBYIOLINX
Cllydasix) HA MOMEHT BBE/ICHUS N3MEHEHUI B €ro paclopsyKeHUU HaXOIUIINCh Tpedyemble
MUHUMAaJbHbBIE YOBIETBOPUTEIbHBIC JAHHBIE 10 CTAOMIBHOCTH; U YTO UMEIOIIUECS TaHHbIE
HE CBUJIETEIHCTBOBAIIM O Kakoi-11bo npodieme. HeobxoaumMo Taxke mpeicTaBuTh
MOJTBEPKIEHUE TOTO, YTO UCCIIEA0BAaHUS OyIyT 3aBEPIICHBI, U YTO €CIH PE3yIbTaThl HE
OyayT yKJIaapIBaThCs B crielu(UKAIMK WM MTOTEHIIMAIBHO HE YKIIaJbIBAThCS B
crienr(UKaui Ha KOHEI CpoKa FOJHOCTH, UX HEMEUIEHHO MPECTaBAT YIOJTHOMOUYEHHOMY
OpraHy HapsA1y ¢ mpeiaraéMbIM IJIaHOM JelcTBUi. KpoMe Toro, B COOTBETCTBYIOIINX
clIyyasix He00XO0AUMO MTPOBECTH UCTIBITAHUE (POTOCTAOMILHOCTH.

b.Il.a. 5 I3MeHeHne KOHLIEHTpaIuy OJHOI03HOTO, VYcnosus | Tpebyemast Bun
MOJIHOCTBIO BBOJUMOTO APEHTEPATBLHOTO JOKYMEHTAIUs | IPOLETypPhl
JIEKApCTBEHHOTO MperapaTa Ipu HEM3MEHHOCTH
COJIep>KaHusl aKTUBHOM (papMarieBTUIeCKON
CyOCTaHIIMM Ha €AMHUILY J103bI (T.€. TO3UPOBKH)

b.Il.a. 6 Uckmrouenue koHTElHEpa © VYcnosus | TpeGyemast Bun
pacTBopuTesieM/pa30aBUTENIEM U3 YITAKOBKH JOKYMEHTalus | mpoueaypsl

1,2 IB




JloxyMeHTanus

1. ObocHOBaHME UCKITIOUEHHS, BKIIIOYAs yKa3aHUE Ha aJlbTepPHATUBHBIE CIIOCOOBI MOTyYCHHS

pacTBoOpUTEIIsH/pa30aBUTENS B IEsIX 0e30MmacHOro U 3(h(PEeKTUBHOTO MPUMEHECHHUSI

JICKApCTBCHHOT'O IIpeCriapara.

2. l[lepecmoTpenHas nndopmanys o JIEKapCTBEHHOM IIpernapare.

B.1I. 6) IIpousBoacTBo

B.I1.6. 1 3ameHa npou3BOACTBEHHOM
TUTOIIA/IKY JUTSI YaCTH MIIM BCEX MTPOIIECCOB
IPOM3BOCTBA JIEKAPCTBEHHOTO ITpenapara

YcaoBus

TpeOyemas
JOKYyMEHTAITHSI

Bun
MPOLEYPhI

a) [lomanka mo BTOpUYHOM yIaKOBKE

0) [momanka mo MepBUYHOMN YIaKOBKE

Ul P

13,8
1,2,3,4,8,9

B) [lnomanaka, Ha KOTOPO# OCYIIECTBISIOTCS
IMPOU3BOJACTBCHHBIC OIICpallvn AJId
OHOJIOTMYECKIX/UMMYHOJIOTHYECKIX
JICKApPCTBCHHBIX MPCIIapaToOB NN
JIEKapCTBEHHBIX (POPM, IPOU3BEACHHBIX C
IIOMOIIBIO CJIOXKXHBIX IIPOU3BOJACTBCHHBIX
MIPOLIECCOB, 32 UCKIIIOUEHUEM BBITyCKa
Cepuii, KOHTPOJIS Ka4eCTBA CEPUM U
BTOPUYHOM YIAKOBKHU

r) [Tnomanka, Tpedyromnias mpoBeACHUS
MEPBUYHON HJIH MIPOIYKT CIICIUPHIHOM
NHCIICKIINU

n) [lnomanka, Ha KOTOPOM OCYIIECTBIISIFOTCS
J00bIe TPOU3BOACTBEHHBIE ONepaIvy JJis
HECTEpUJIbHBIX JIEKAPCTBEHHBIX MPENapaToB,
32 NCKJIFOUEHUEM BBIITYCKA CEpUI, KOHTPOJIS
CEpHil, IEPBUYHON U BTOPUYHOMN YITAKOBKH

1’ 2’ 3’ 4’ 5’ 6’ 7’
8,9

e) [Tnomazaka, Ha KOTOPOW OCYIIECTBIISIOTCS
JH00BIE TPOU3BOACTBEHHBIE ONIEPALIH CO
CTEpUJIbHBIMU JIEKAPCTBEHHBIMU
npenaparamu, pOU3BOIAIINMHUCS C
HCIIOJIb30BAHUEM ACENITUYECKUX METOL0B
(uckiroyas 6nogoruveckue/
MMMYHOJIOTHYECKHE JIEKAPCTBEHHBIE
IpenapaThl), 3a HCKJIFOUEHHUEM BBIITYCKa
CEpHii, KOHTPOJIS Ka4eCTBA CEPUN U
BTOPUYHON YIIAaKOBKH

1,2,3,4,57,8

YcaoBus

1. Hannuue ceptudukara Haanexauiel npon3BoacTBeHHoN npaktuku (GMP)
IIPOU3BOJICTBEHHON IIJIOLIA/IKH NTEPEAAIONIEN U IPUHUMAIOLLEN CTOPOHBI.

2. [Inomaaka TUIeH3UPOBAaHA B YCTAHOBJICHHOM MOPSAKE (151 IPOU3BOICTBA
paccMaTpuBaeMoOH JIEKapCTBEHHOW (hOPMBI MM JIEKAPCTBEHHOTO Mpernapara).

3. PaccmaTpuriBaeMblil IeKapCTBEHHBIN MTpenapaT He SBISETCS CTEPUIIbHBIM.

4. B cOOTBETCTBYIOLIMX CIIy4asiX, HAIPUMEP, B OTHOLIEHUH CYCIIEH3UI WU IMYJIbCH,
HMEETCs CXeMa NEPBUYHON HKCIEPTU3bl WIIM B COOTBETCTBHHM € TEKYIIHUM IPOTOKOJIOM
YCIIELTHO MTPOBEJIEHA EPBUYHAS KCIEPTHU3a HOBOM IIJIOLIAJAKU C HE MEHEE YEM TpeMs

IIPOMBIIIJICHHBIMHA CCPHUAMMU.




5. PaccMmarpuBaemblii JIEeKapCTBEHHBIN TIpenapar He SBISIETCS OMOIOTUUECKUM/
HMMYHOJIOTHYCCKHM.

JloxyMeHTanus

1. IloaTBepkaeHME TOTO, YTO MpeIIaraeMas IJIoIa IKa JIMLIEH3UPOBaHa B YCTAaHOBJIEHHOM
MOPSIZIKE JUISI TPOU3BOJICTBA JIGKAPCTBEHHOM (DOPMEBI HITM PACCMaTPUBAEMOTO JICKAPCTBEHHOTO
npenapara.

2. B coOTBETCTBYIOIMX CIy4Yasx HEOOXOAMMO yKa3aTh HOMEpPA CepUi, COOTBETCTBYIOIINE
pas3Mep cepuu U JaTy IPOU3BOJCTBA cepuil (3), UCMOIBb30BAHHbIE B BAIUIAIIMOHHOM
WCCIIEA0BaHUH, U MPECTABUTH JJAHHbBIE IEPBUYHON IKCIIEPTU3BI UITU IIPOTOKOII (CXEMY)
MIEPBUYHOM 3KCIEPTHU3bI, IOUISKALUN [ToAaYe.

3. B dbopme 3asiBiieHNs 0 BHECEHHH U3MEHEHUN HEOOXOUMO YETKO YKa3aTh «TEKYIIUX» U
«TIpeAiaraeMbIX» MPOU3BOAUTENEH JIEKApCTBEHHOIO MpernapaTa (CoriacHo pazaeny 2.5
(hOpMBI 3asIBICHHS).

4. Komnuu yTBepKJIEHHBIX CHEU(PUKAIUI Ha BHITYCK U KOHEI[ CPOKa TOAHOCTH (eCiu
MIPUMEHHMO).

5. JlanHble aHaIM3a OJHOM MPOMBIIIJIEHHON CEPUU U JBYX ONBITHO-IIPOMBIIIJIEHHBIX CEPHl,
MMUTHPYIOIIUX MPOIECC MPOU3BOACTBA (WU ABE IPOMBIIIUICHHBIE CEPUH) U CPABHUTEILHBIE
JAHHBIE C TPEMs CEPUSIMU, TPOU3BEICHHBIMU Ha NPEIbIAYIIEH IPOU3BOACTBEHHOM IUIOMIAIKE.
[To 3ampocy He0OXOAMMO MPEACTABUTH JIAHHBIE TIO0 CIAEAYIOIIUM JIBYM MOJHBIM
MIPOMBIIIIJICHHBIM CEpUsM; HEOOXOIUMO COOOIINTD, €CIIU PE3YyIbTAThl aHAIN3A HE
YKJIQJIBIBAIOTCA B CTICHU(UKAINIO, U TIPEIJIOKUTD IJIaH ACHCTBUH.

6. COOTBETCTBYIOIIME JJAHHBIEC IEPBUYHOU IKCHEPTU3BL, BKIOYAs PE3yJIbTaThl MUKPOCKOIIUHU
pacmpeelieH s TI0 pa3MepaM YacTHIl K UX MOP(OJIOTHU MATKUX U )KHJIKHX JICKAPCTBEHHBIX
¢dbopM, B KOTOPBIX (papMalieBTUUYECKasi CyOCTAHIIMS HAXOIUTCS B HEPACTBOPEHHOM COCTOSIHUU.
7. Eciin Ha HOBOM MTPOU3BOICTBEHHOMW IUIOIIAJKH B KAYE€CTBE UCXOAHOTO MaTepraia
WCIOJNIb3YEeTCs aKTUBHAs (hapMalleBTUUYECKasi CyOCTaHIusl, — JeKIapalius yIoJIHOMOYEHHOTO
JIUIIA TJIOMIAIKU, OTBETCTBEHHOTO 32 BBIITYCK CEpHUiA, YTO aKTUBHAs (papMaiieBTHUECKast
cyOcTaHIIHs MPOU3BEACHA B COOTBETCTBUU ¢ [IpaBunamu HaiekaIiei mporu3BoICTBEHHOM
npaktuke Pecriyonuku Kazaxcran /i1 HCXOHBIX MaT€pPUAIIOB.

8. IlompaBka k cOOTBETCTBYIOIIEMY(MM) pa3feny(am) J0Che.

9. Ecnm npou3BoACTBEHHAs TUIOMIAIKA U TIIOMIAKa, HA KOTOPOM OCYIIECTBIISETCS TIEpBUYHAS
yIaKOBKa, Pa3UYAIOTCsI, HEOOXOAMMO OMUCATh U BaJMAUPOBATH YCIOBHUS TPAHCIIOPTUPOBKH U
xpaHeHust HepacdacoBanHoro npemnapata (bulk).

[Ipumeuanus: [Ipu u3meHeHun nim HOBOM
MPOM3BOACTBEHHOM IUIOMIAJIKE B CTPAHE 3a
npenenamu Pecnyonuku K, ¢ koTopoii He
3aKJIFOYCHO COTJIAICHUE O B3aUMHOM
npuzHanu GMP, nepxatensm 10 noaadu
YBEIIOMJICHHS] PEKOMEHTYETCSI
IIPOKOHCYJIBTUPOBATHCSA C YIIOJTHOMOYEHHBIM
OpraHoOM M MPEJACTaBUTh CBEJCHHS O BCEX
MPEAbIYIINX UHCTIEKIUAX 32 MoclIeHue 2-3
rosia v (WIH) BCEX 3alIaHUPOBAHHBIX
MHCIIEKIIMSIX, BKJIIOYas JaThl MHCIICKIINH,
KaTEropuy MHCIIEKTUPYEMBIX MPOIYKTOB,
HA/I30pHOE BEJOMCTBO U MPOYUE CBEICHUS.
Jlexnapanuu ynoJIHOMOYEHHOTO JIUIIA,
3aTparuBarolMe aKTUBHYIO
(hapMareBTHUECKyI0 CyOCTaHIIHIO.
JepxaTenu muueH3uid Ha IPOU3BOICTBO
00s13aHbI B KaUYECTBE NCXOIHBIX MaTEPHAIIOB
HMCIOJb30BaTh UCKITIOUNTEIILHO aKTHBHBIC




(hapmarieBTHUECKHE CYOCTaHIINH,
Mpou3BeIeHHbIE B cOOTBETCTBUU ¢ GMP,
MO3TOMY Ka)XIbli JeprKaTelb JIUIEH3UH Ha
MIPOU3BO/ICTBO 00513aH MPOICKIApUPOBATh,
YTO OH B KQUeCTBE UCXOJAHOT0 MaTepuaia
UCIOJIb3yeT aKTUBHYIO (papMareBTUYECKYIO
CcyOCTaHIIHIO, MPOU3BEACHHYIO B
cootBercTBUU ¢ GMP. Kpome Toro,
MOCKOJIBKY YIOJHOMOYEHHOE JIMIIO,
OTBETCTBEHHOE 3a CEPTUDUKAIIIO CEPHH,
Oepet Ha ceOs 00IIyI0 OTBETCTBEHHOCTD 32
KKy CEpPHIO, €CIIH IUIOIAIKA,
BBIITYCKAIOIIAsl CEPUI0, OTIINYACTCS OT
YKa3aHHOMU BBILIE, YIIOJTHOMOYEHHOE JIULIO,
OTBETCTBEHHOE 32 CEPTUDUKALIUIO CEPHH,
JIOJKHO IIPEJICTaBUTh JIONOJHUTENIbHYIO
JeKJIapaluio.

Bo MHOrux ciyyasix BOBJ€UEH JIUIIb OJUH
JeprKaTellb JUIEH3UN Ha TPOU3BOJICTBO,
[03TOMY IOTpPEOyeTC s JINIIb OJJHA
nexiapanus. OnHaKo, eclii BOBJICYECHBI
HECKOJIbKO BJIa/I€IbLEB JIMLIEH3UN Ha
MPOU3BOJICTBO, BMECTO MO/IaYl HECKOJIbKUX
JeKIapanui 10nycKaeTcs oaTh OJIHY
JeKJIapaluio, MOAMUCAaHHYIO0 OJHUM
YIOJIHOMOYEHHBIM JIUIIOM. JTO JI0IyCTUMO
IPU YCIOBUU TOTO, UTO:

B JIEKJIapalliy Y€TKO yKa3aHo, YTO OHa
MOJIMKCaHa OT JIUIA BCEX BOBJICUEHHBIX
YIOJTHOMOYEHHBIX JIMII.

b.11.6.2 3menenne umnoprepa, CorameHui
O BBIIIYCKE CEpUI U UCIIBITAHUH 110
KOHTPOJIIO Ka4€CTBA JIEKaPCTBEHHOIO
npenapara

Bun
IIPOLENYPHI

VYcnousi | Tpebyemast
JOKYMEHTaIus

a) 3aMeHa uiau A00aBleHNE TIJIOMAIKH, Ha
KOTOPOH OCYIIECTBIISIETCS KOHTPOJIb
KauyecTBa/UCIbITAHUE CepUil

1,23 1,2,5 1A

0) 3ameHa win 100aBIEHUE MPOU3BOIUTES,
OTBETCTBEHHOTO 3a BBIITYCK CEpUi
OMOJIOTMYECKOr0/ UMMYHOJIOTHYECKOTO
JIEKapCTBEHHOTO MperapaTa 1 JIF0OBIX
METO/I0B MCIBITAHUM, OCYIIECTBISEMBIX HA
IUIOIIAKE, SIBJISIOIIMXCS OMOJIOrnYeCKAM/
MMMYHOJIOTHYECKUM METOJ0M

B) 3amMeHa WK 100aBICHUE TIPOU3BOIUTEIIS,
OTBETCTBEHHOTO 32 BBIITYCK CEPHid

1. 3a uckioueHEM KOHTPOJIsS KauecTBa/
VICIIBITAHUE CEPHIL

1,3 1,2,3,4 1A

2. Bkitoyast KOHTPOJIb KaueCTBa/HCIIbITAHNE
cepui

1,2,3, 1,2,3,4 IA

3. Bkitouasi KOHTPOJIb KaueCTBa/UCIIBITAaHUE
OMOJIOTUYECKOTO/UMMYHOJIOTHYECKOTO




JIEKapCTBEHHOTO TIpernapara u OJuH U3
METOJIOB UCTBITAHUM, OCYILLIECTBISIEMbIA HA
IUIOIIAKE SBJIIETCS OMOTIOTHYECKUM/
MMMYHOJIOTHYECKIM/ HMMYHOXUMUYECKUM

Ycnosus

1. Ilnomaaka TUIIEH3MpOBaHa B YCTAHOBJIEHHOM MOPSIJIKE.

2. JIekapCTBEHHBII IpenapaT He ABISIETCS OMOIOTHYECKUM/UMMYHOJIOTHYECKUM
JIEKapCTBEHHBIM IIPENapaToM.

3. Tpancdep TEXHOIOTH CO CTapOi Ha HOBYIO TUIOMIA/IKY HJIM HOBYIO HCIBITATEIBHYIO
71a00paTOPUIO IPOU3BEEH YCIIEIIHO.

JloxyMeHTanus

1. Konust uiieH3uii Ha IpOU3BOACTBO MIIM B UX OTCYTCTBUE — cepTudukar GMP, BbtaHHbBIH
B TEUEHHUE TPEX IMOCJIECIHUX JIET COOTBETCTBYIOLIUM YIIOJTHOMOUYEHHBIM OPTaHOM.

2. B popme 3asaBieHnst 0 BHECEHHH U3MEHEHHI HEOOXOIMMO YKa3aTh «TEKYIIUX)
«IIpeAJIaraéMbIX» NPOU3BOAUTENEH JIEKAPCTBEHHOI O IIpenapaTa (CoriacHo pasaeny 2.5
(hopMBI 3asBICHUS).

3. Jlexmapansi yIioJTHOMOYEHHOTO JIMIIA, OTBETCTBEHHOTO 33 CEPTH(HUKAINIO CEPUH, B
KOTOPO# yKa3bIBaeTCsl, UTO MPOU3BOAUTENH(1) aKTUBHOM (papMarieBTHYeCcKoi CyOCTaHIINH,
YKa3aHHOM B PErUCTPALlMOHHOM JI0Che, paboTaeT B cooTBEeTCTBUU ¢ [IpaBunamu Hapiexamiei
MIPOU3BOJICTBEHHOM MpakTHKU Pecniybonuku Kazaxcran s ucxoausix marepuanos. [pu
OTIpEeJICIIEHHBIX 00CTOSITENBCTBAX JOMTYCKAETCS MPEACTABIATE OJTHY ACKIAPALHUIO (CM.
npuMedyanue kK n3meHenuto b.11.6.1).

4. [TonpaBKa K COOTBETCTBYIOMEMY(HMM) pa3zieny(am) 1oche, BKItoYass HHPOPMAITUHU O
JIEKapCTBEHHOM IIpernapare.

b.11.6.3 U3menenue npouecca npousBoactsa | Ycmosuss | Tpebyemas Bun
JIEKapCTBEHHOI'O IIperapara, BKIIoYas JOKyMEHTalus IPOLEAYPBI
MIPOMEKYTOYHBIN ITPOTYKT, UCIIOJIb3YEMBIN B
ITPOU3BOJICTBE JIEKAPCTBEHHOIO Npenapara

1,3,4,56,7,8 |IA

o
oN

a) Heznaunmble n3MeHeHUs npoliecca
MIPOU3BOJICTBA

=~ o
>

0) 3HaunMBbIe U3MEHEHHUS Tpoliecca 1
MTPOU3BO/ICTBA, OKA3BIBAIOIINE CYIIECCTBEHHOE
BIIMSIHHE HAa KaYeCTBO, 0€30MacHOCTh U

3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOTO Npenapara

B) JlekapcTBeHHBIH Npenapar sBiseTcs I
OMOJIOTHIECKUM/UMMYHOJIOTHIECKUM, U
M3MEHEHHE TPeOYeT OIIEHKH COITOCTaBUMOCTH

r) BBenenue nectangapTHOTO |
TEPMUHAIBHOTO METO/Ia CTEPUIIN3ALIUN

1) BBenenue wnm yBenuueHne u30bITKa, 1
HCIIOJIb3YEMOTO B OTHOIIICHUH aKTHBHOW
(apManeBTHYeCKON CyOCTaHIIUH

¢) Hesnaunmoe n3MeHeHue mnporecca 1,2,4,6,7,8 IB
MIPOM3BO/ICTBA BOJIHOM CYCTICH3UU /ISt
IpreMa BHYTPb

Ycenosust

1. I3MeHeHust Ka4eCTBEHHOTO WJIM KOJIMYECTBEHHOTO PO IpuUMecei mim (Ppu3nko-
XUMHUYECKUX CBOMCTB OTCYTCTBYIOT.

2. VI3aMeHeHune KacaeTcsi TBEpAOH JIEKapCTBEHHON (DOPMBI [IJIsl IprieMa BHYTPb/pacTBopa s
npreMa BHYTPb ¢ HEMEIJICHHBIM BEICBOOOKICHUEM H PACCMATPUBAEMBIN JIEKAPCTBEHHBIN
IpenapaTt He SBJIseTCS OMOIOTHUEeCKUM/MMMYHOJIOTHYECKUM WM PACTUTENIBHBIM.




3. [IpuHUMI MPOW3BOACTBA, BKIIIOYAs OTACIIBHBIE €r0 ATaIlbl, HE U3MEHSIOTCS, HAaIpUMeEp,
00paboTKa MPOMEKYTOUHBIX MPOAYKTOB, OTCYTCTBYIOT H3MEHEHUS KaKUX -ITHO0
pacTBOpPUTEIICH, UCIIOJIBL3YEMBIX B MPOIIECCE MPOU3BOJICTBA.

4. 3aperucTpupoBaHHBIN B HACTOAILIEE BPEMS MPOIIECC MPOU3BOICTBA KOHTPOIUPYETCS
BHYTPHUIIPOU3BOJACTBEHHBIMH KOHTPOJISIMU, 1 U3MEHEHHE TAKUX KOHTPOJICH (pacIIMpeHUe Ui
HCKIIIOYEHHUE KPUTEPUEB MPUEMIIEMOCTH ) HE TpeOyeTcs.

5. Cnenudukaiuy JICKapCTBEHHOTO IIpernapara Wi MPOMEKYTOUHBIX MPOAYKTOB HE
N3MEHSIIOTCS.

6. ITo pe3ynbpTaTamM HOBOTO MPOIIECCa IOJKEH 00Pa30BhIBATHCS WACHTUYHBIA C TOUYKH 3PEHUS
BCEX aCIMEKTOB KauecTBa, 0€30MmacHOCTH U 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Mperapara.

7. CoriacHO COOTBETCTBYIOMIUM JoKymMeHTaM PecryOnmku Kazaxcran HadaThbl
COOTBETCTBYIOIINE UCCIICIOBAHMSI CTA0MIBHOCTH HE MEHEE YeM Ha OJHOW ONBITHOW WITH
MPOMBIIIUICHHON CEPUU; B PACTIOPSIKEHUH 3asBUTEIISI HAXOASTCS YAOBJIETBOPUTEIbHbIC
PE3YNIBTAThI, IO MEHBIIEH Mepe, 3-MECSIIHOTO U3yueHus cTabunbHOCTU. [loaTBEpKICHME
TOTO0, YTO UCCIEeIOBaHUS OyAyT 3aBEPILEHBI, U €CIIU PE3yAbTaThl HE OYAYT YKIAAbIBATHCS B
crer(pUKaIIU WIM TOTCHIIUATBHO HE YKJIAIBIBATHCS B CHICIIU(PUKAIIMN HA KOHEI[ CPOKa
TOJIHOCTH, MX HEMEJIJIEHHO MPEJACTAaBAT YIOJHOMOUYEHHOMY OpraHy Hapsay C mpeaiaraeéMbiM
MJIAHOM JICHCTBHH.

JloxyMeHTanus

1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3zeny(am) J0Che.

2. B oTHOIIEHNH MSTKHX ¥ KUIKUX JIEKAPCTBECHHBIX (POPM, B KOTOPBIX aKTUBHAs
(dapmaneBTHUECKask CyOCTaHIUS HAXOAUTCSA B HEPACTBOPEHHOM COCTOSIHMM: HaJUIeKalas
IIepBUYHAs FKCIIEPTU3a U3MEHEHMSI, BKJIFOUasi MUKPOCKOIIHIO YAaCTHI] B LIEISAX MPOBEPKU
BUJUMBIX U3MEHEHUI MOP(OIOTUH; CPABHUTEIbHBIC JAHHBIE O paCIIpe/IeJICHUH 110 pa3Mepy
9qacTHll (JUCTIEPCHOCTH ), MOTyYSHHbIE HAIJISKAIIUM CIIOCOOOM.

3. B oTHOIIEHNH TBEPABIX JTEKAPCTBEHHBIX (OPM: TaHHBIE TPODUIIS paCTBOPEHUS OJTHOM
pEeNpe3eHTaTUBHOMN MPOMBIIIIEHHOM CEpUH U CPaBHUTENbHBIE JaHHBIE TPEX MOCIETHUX CEPH,
MIPOU3BEJCHHBIX C MOMOILBIO MpeabIayIero npouecca. [1o 3anpocy He0OX0AMMO MPEICTABUTD
JTaHHBIE TI0 CJIEIYIOIIUM JBYM IOJHBIM POMBIIUIEHHBIM CEpUSM WIH COOOIINUTD, €CIIN
PE3yNbTaThl HE YKIIABIBAIOTCS B CIEHIU(PHUKAIINIO U MPEIJIOKUTD IJ1aH IeiHcTBUi. B
OTHOIIEHUH JIEKAPCTBEHHBIX PACTUTENBHBIX MTPENapaTOB JOCTATOUHBI JaHHBIE CPABHUTEIBHOM
pacnazaeMoCTH.

4. O60CcHOBaHUS HETIPECTABICHHUS PE3YJIbTATOB HOBOTO MCCIIEOBAHMS OMOIKBUBAJIEHTHOCTH
B cooTBeTCTBUU C [IpaBunamu npoBeneHus uccienoBanuii 0nosxksuBaieHTHocT PK.

5. Ilpu u3mMeHeHun napameTpa(oB) mpoiecca, KOTOPbIE CYUTAIOTCS HE OKa3bIBAIOLUMHU
BIIMSIHME HA KA4E€CTBO JIEKAPCTBEHHOIO Mperapara, IeKJIapanus, 4To 3TO JOCTUTHYTO B X0OJI€
paHee IpoBeJIEHHON 0JJ00pEHHOM OLIEHKH PUCKOB.

6. Komnu cienudukanuii Ha BRITYCK U KOHET] CPOKa TOJTHOCTH.

7. JlanHble aHanu3a cepuit (B popmaTte cpaBHUTEIBHOM TaOIUIIBI), IO MEHBIIEH Mepe, OJHOM
CepuH, MPOU3BEIEHHON ¢ TOMOIIBIO OJJOOPEHHOTO U MpeaaraeMoro npoiecca. [1o 3anpocy
HE00XO0IMMO MPEACTABUTH JAHHBIE TIO CICTYIOIIUM JIBYM IOJHBIM MPOMBIIUICHHBIM CEPHSIM;
CJIETyeT COOOINTh, €CIIU Pe3yIbTaThl aHAIM3a HE YKIIAbIBAIOTCS B ClieHU(UKAIINIO U
MPEJIOKUTH IIJIaH JEUCTBUU.

8. Jlexmaparusi, 9TO Ha4aThl COOTBETCTBYIOIINE UCCIICOBAHUS CTAOMIHFHOCTH B COOTBETCTBUH
¢ nokymentamu Pecriybnuku Kazaxcran (¢ ykazaHueM HOMEPOB CEpHii) U M3YUEHBI
He00X0IMMBbIE NTapaMeTphl CTAOUIBHOCTH, IO MEHBIIIEH Mepe, Ha OJTHOM ONBITHO-
MIPOMBIILIJIEHHOW UM TPOMBIIIIEHHON CEPUU M HA MOMEHT YBEJOMIICHHS B PACTIOPSKEHUU
3asiBUTENISI HAXOAMIINCh YIOBJIETBOPUTEIbHBIE PE3YIbTAThI, 10 MEHBIIIEH Mepe, 3-MECIUHOTO
W3YYEeHHS CTAOMIBHOCTH; U TPO(UITH CTAOUIHLHOCTH aHAJIOTUYECH TEeKYIIeH
3apEruCTPUPOBAHHON cuTyaluu. [IpencrapieHo noATBEpKAEHUE TOTO, YTO UCCIIETOBAHUS
OyIyT 3aBEpIICHBI, U YTO €CIIA PE3yabTaThl HE OYIYT YKIAABIBATHCS B CHCIU(PUKAIINN WIIH
MOTEHIIMAJIBHO HE YKIIAABIBAThCS B ceM(UKALMN Ha KOHEIl CPOKA TOJJHOCTH, UX




HEMEIJICHHO MPEACTaBAT YIIOJTHOMOYEHHOMY OpraHy Hapsay ¢ MpejiaracMbIM MJIaHOM
JIEUCTBUN.

b.11.6.4 3menenue pazmepa cepuu YcnoBus | TpeOyemast Bun
(BKJIFOUAs TMATIA30HBI pa3Mepa CepHH) JOKYMEHTAIUS 1110]01 (5134031
JICKApCTBEHHOTO Mpernapara

w
>

a) YKpyrnHenue BIioTh 10 10 pa3 mo 1,4 1A

CpaBHEHHIO C 0JT0OPEHHBIM

0) Pazykpynuaenue no 10 pa3 1,4 1A
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o N[~
w
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B) M3MeHenue TpedyeT aHamm3a I
COIIOCTaBUMOCTH
OMOJIOTUYECKOT O/ UMMYHOJIOTHYECKOTO
JIEKapCTBEHHOTO TIpernapara 1k H3MEHCHHUE
pa3mepa cepru TpedyeT HOBOTO
UCCIIEI0BAHNSI OMOIKBUBATICHTHOCTH

r) 3meHeHue 3arparuBaer Bce OCTalbHbIE I
JIeKapCTBEHHbIE (POPMBI, TPOU3BOISAIINECS C
MIOMOUIbI0 KOMIUIEKCHBIX ITPOLIECCOB
IIPOU3BOJICTBA

r) Ykpynuenue 6osee 10 pa3 o cpaBHEHUIO 1,2,3,4,5,6 IB
C 0JIOOPCHHBIM Pa3MEpOM CEpUHU
JICKapCTBCHHBIX (POPM ¢ HEMEJICHHBIM
BBICBOOOXKIEHUEM (ISl TpUEMa BHYTPb)

1) Macirab npou3BoACTBa OMOJIOTHYECKOT0/ 1,2,3,4,5,6 IB
MMMYHOJIOTHYECKOTO JICKaPCTBEHHOTO
mpernapaTa yBeIHnuniIcs/yMeHbIIuIcS 0e3
W3MEHEHUS Tpollecca MPOU3BOJICTBA
(HammpuMep, AyOJIUPOBAHUE JIMHUH)

YcnoBus

1. I3MeHeHue He BIUseT Ha BOCIPOU3BOJUMOCTD U (MJIH) HOCTOSIHCTBO KayecTBa
JIEKapCTBEHHOI'O IIperapara.

2. I3MeHeHue 3aTparuBaeT CTaHAapTHbIE JeKapCTBEHHbIE (POPMBI [l IpUeMa BHYTPb C
HEMEJIEHHBIM BBICBOOOK/IEHUEM HJIM HECTEPUIIbHBIE KUKHE JI€KApCTBEHHbBIE (POPMBI.

3. JIroOble MI3MEHEHNsI METO/I0B MPOU3BOCTBA U (WJIN) BHYTPUIIPOM3BOICTBEHHBIX KOHTPOJIEH
He0O0XO0IMMBI JIUIIb JUIsl N3MEHEHUS pa3Mepa CepuH, HallpUMep, UCII0JIb30BAHNE
000pyZI0BaHUE IPYTOro pazmepa.

4. Nmeetcs cxema MEPBUYHON HKCIIEPTU3BI MM B COOTBETCTBUM C TEKYIIAM IIPOTOKOJIOM
YCIEIIHO IIPOBEICHA IEPBUYHASL DKCIIEPTU3a IIPOU3BOACTBA HE MEHEE YEM HA TPEX
MIPOMBIIIJIEHHBIX CEPUSAX C HOBBIM Pa3MEPOM B COOTBETCTBHM C IPUMEHUMBIMA
TpeOOBaHUSMHU.

5. PaccmarpuBaeMblii JeKapCTBEHHBIHN Mpernapar He sBisieTcss OMoJIorndecKum/
MMMYHOJIOTHYECKUM.

6. I3MeHeHne He T0JKHO OBITh CIIe/ICTBUEM HEMPEABUACHHBIX CUTYallUi, BOSHUKIIUX B XO/I€
MIPOU3BO/ICTBA, WM U3MEHEHUS CTAOMIIBHOCTH.

7. Pazmep cepun ykianeiBaercs B 10-kpaTHbIN quana3oH, IpeLyCMOTPEHHBIN ITPU
pETUCTpALMK, WIH [TOCJIE TIOCIEAYIONIET0 U3MEHEHMS, HE SIBISIBUIErOCsl M3MEHEHUEM [A Tuna.

JloxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(MM) pa3zeny(am) 10Che.

2. Jlanuble ananu3a cepuii (B popmMare cpaBHUTEIBLHOM TaOIUIIbI), IO MEHBIIICH Mepe, OTHOU
MIPOMBIIIJICHHON CepHH, POU3BEICHHON B 3apErMCTPUPOBAHHOM U MpEAaraeMoM pa3Mepax.
1o 3anpocy HeoOX0MMO MPEACTABUTh JaHHbBIE MO CIETYIOIIKUM JIBYM MOJHBIM




MIPOMBIIIIJICHHBIM CEPHUsM; JiepkaTesib PY 00s13aH cooOmUTh, €ciu pe3ybTaThl aHAIN3a HE
YKJIQJIBIBAIOTCS B CIICHU(PUKAIUIO, ¥ IPEATIOKUTD TUTAH JCHCTBHIA.

3. Konnu 0100peHHbIX crienu@uKanuii Ha BRITYCK U KOHEIl CPOKa TOAHOCTH.

4. B cOOTBETCTBYIOMIMX CITy4asiX HEOOXOUMO yKa3aTh HOMEpa CEpUi, COOTBETCTBYIOIIHE
pasMepy CEepHH | J1aTe UX MPOU3BOACTBA (3), UCIOIH30BAHHBIX B BAJTUAAIIMOHHOM
WCCIIE0BAaHUH, WIIA MIPEACTABUTH MPOTOKOJ (CXEMY) MEPBUUHOMN IKCIIEPTHU3HI.

5. HeoOxoaumo npeacTaBuTh pe3ynbTaThl IEPBUYHOMN SKCIIEPTH3HI.

6. Pesynbrare! ucciaenoBanuii CTaOUIHLHOCTH, MPOBEICHHBIC B COOTBETCTBHH C JJOKYMEHTAMH
PK, o 3HaunMbIM IapamMeTpam cTaOMIILHOCTH, IO MEHBIIICH Mepe, Ha OJTHOM OIBITHOMN WIIH
MIPOMBIIIUIEHHON CEPUH, OXBATBIBAIOLIEH, [0 MEHBILIEH MEPE, TPU MECALIA; TTOATBEPKACHUE
TOTO, YTO TAaKHE MCCICIOBAHUS OyIyT 3aBEPIICHBI, U YTO €CIIU PE3yJbTaThl HE OyayT
YKJIaJIBIBAThCS B CTICHU(DUKAIINH WU TIOTEHIIMAIBHO HE YKJIAIbIBATHCS B CrieU(PHUKAIINY HA
KOHEI[ CPOKa FOJAHOCTH, UX HEMEJICHHO NIPEACTABAT YIIOJTHOMOYEHHOMY OpraHy Hapsy ¢
rpeiaraeMbIM IJIAaHOM JCHCTBHM. B OTHOICHNH OMOIOTHYECKUX/MMMYHOJIOTHIECKIX
CPEJICTB: JICKJIapallyisi, YTO OIICHKA COMTOCTABUMOCTH HE TpeOyeTcs.

B.11.6. 5 Usmenenue VcioBus Tpebyemas Bun
BHYTPHUITPOU3BOJICTBEHHBIX UCTIBITAHUHA HITH JOKYMEHTAITUs POLEAYPHI
KPUTEPHUEB MPHUEMIIEMOCTH,
WCIIOJIL3YIONIUXCS TTPH MPOU3BOJICTBE
JICKaPCTBCHHOI'O IIperapara

a) YKecTOUCHHE BHYTPUIIPOU3BOICTBEHHBIX | 1, 2, 3, 4 1,2 1A
KPUTEPHEB MPUEMIIEMOCTH
0) JlobGaBiieHHE HOBBIX MCIIBITAHUIN HITU 1,2,5,6 1,2,3,4,5,7 1A
KPUTEPHEB MPUEMIIEMOCTH
B) MckiroueHne HecyecTBEHHOTO 1,2, 7 1,2,6 1A

BHYTPUIIPOU3BOACTBCHHOT'O MCIILITAHW S

r) UckmtoueHnre BHyTPUIIPOU3BOIACTBEHHOTO I
WCTIBITAHHS, KOTOPOE MOKET CYIIECTBEHHO
MOBJIUSTH HA COBOKYITHOE Ka4eCTBO
JIEKapCTBEHHOTO ITpenapaTa

1) Pacmmpenue ogo6peHHbIX I
BHYTPHIIPOU3BOJICTBEHHBIX KPUTEPUEB
MIPUEMIIEMOCTH, KOTOPBIE CYIIECTBEHHO
BIIMSIFOT HAa COBOKYITHOE Ka4eCTBO
JICKApCTBEHHOT'O Mpenapara

e) Jlobasnenue win 3ameHa 1,2,3,45,7 IB
BHYTPHUIIPOU3BOJICTBEHHOTO UCIIBITAHUS U3
cooOpakeHHi1 6€30MaCHOCTH WU KayecTBa

Vemosus

1. 3meHeHue He sBIIsieTCs CIEeICTBUEM KaKoro-1rb0 00s53aTenbCcTBa, MPUHSITOTO MO
pe3yibpTaTaM paHee MPOBEIECHHBIX KCIIEPTH3 C IENIbI0 aHAIN3a KPUTEPUEB TPUEMIIEMOCTH
cnenuduKanuu (HarpuMep, B X01€ PETUCTPALINU UIH BHECEHUs u3MeHeHu 11 tuma).

2. VI3aMeHeHue He SBISIETCS CIICICTBUEM HETIPEIBUICHHBIX CUTYAIIUH, BOSHUKIIINX B XOJI€
MIPOU3BO/JICTBA, HAIPUMEDP, HOBAsI HEKBATH(DHUIIMPOBAHHAS IPUMECH, H3MEHEHHE MPEIETIOB
COJIepKaHUsI CYMMBI IPUMECEH.

3. JIro60e n3MeHeHHUe T0JDKHO YKJIaIbIBAThCS B IMAINa30H TEKYIIUX OJO0OPEHHBIX KPUTEPUEB
MPUEMIIEMOCTH.

4. AHanuTHYEeCKas METOAUKA HE M3MEHSICTCS I U3MECHSCTCS HE3HAUUTEIIBHO.

5. Hu oivH HOBBIM METOJ UCIIBITAHHUS HE OCHOBAH HAa HOBOM HECTAHIAPTHOW METOIOJIOTHHI
WJIA CTAaHJAAPTHOW METOJOJIOTHH, UCIIOJIB3YEMOW O-HOBOMY.

6. HoBbIli MeTO HCTIBITAHUS HE SBJISICTCS] OMOJIOTHYECKUM/ HMMYHOJIOTHYECKUM/
MMMYHOXUMHYECKHM UJIF METOJIOM, B KOTOPOM UCTIOJIBb3YeTCs OMOIOTUIECKUI PEAKTUB JUISI




OMOJIOTMYECKOM aKTUBHOM (hapMaIieBTUUECKON CyOCTaHINM (32 UCKITIOUEHHUEM CTaHIapPTHBIX
(apMakoneHHbIX MUKPOOHOJIOTHYECKUX METOIOB).

7. BHYTpHUIIPOU3BOACTBEHHOE MCIIBITAHUE HE 3aTPAaruBaeT KOHTPOJIb KPUTHIECKOTO
napameTpa, HalpuMmep:

KOJIMYECTBEHHOE OIpe/IeIICHIE

MIpUMeECH (€CITU TOJIBKO OIPEeIIEHHBINA paCTBOPHUTENIb OJTHO3HAYHO HE UCIOJIB3YETCs B
MIPOU3BO/ICTBE)

TM00YI0 KPUTHUECKYIO (PU3NYECKYIO XapaKTEPUCTUKY (pa3Mep 4acTull, HACHITHYIO
TUIOTHOCTBIO JI0 U TIOCJIC YIUIOTHEHU )

UCTBITAaHUE HA MOJUTMHHOCTH (B OTCYTCTBHUE IMOAXOISIIETO AIbTEPHATHBHOIO KOHTPOJIS)
MUKPOOHOIOTHIECKHI KOHTPOJIb (€CIIM TOJIBKO OH HEe TPeOYeTCsl B OTHOIICHUH OTPEICICHHOM
JIEKapCTBEHHOH (POpMBI)

JloxyMeHTanus

1. ITompaBka k cOOTBETCTBYIOIIEMY(MM) pa3zeny(am) J0Cke.

2. CpaBHHTENbHAS Ta0NIMIA TEKYIIUX U IPEJIaraeMbIX BHYTPUIIPOU3BOICTBEHHBIX
UCTIBITAHUN Y KPUTEPUEB IIPUEMIIEMOCTH.

3. [lonpoOHoOEe onMcaHre HOBOW aHATUTUYECKON METOAUKH U JaHHBIE TIEPBUYHOM
AKCHEPTHU3bI(B COOTBETCTBYIOLIUX CITydasXx).

4. JlaHHbIC aHATM3a IBYX IMPOMBIIIJICHHBIX CEpHUil (B OTCYTCTBHE JOKHBIX 00OOCHOBAHUI JIs
OMOJIOTMYECKUX aKTUBHBIX (hapMaIleBTUYCCKUX CYOCTaHIHI — TPU CEPHH ) JIEKAPCTBEHHOTO
mpernapara 1mo BceM napamerpam crenudukamnmm.

5. B COOTBETCTBYIOIIMX CITy4asiX CpaBHUTEIbHBIC TaHHBIC MPO(UIIST pACTBOPEHUS
JIEKApCTBEHHOTO Tpernapara He MEHee YeM Ha OHOM OMBITHO-ITPOMBIIIIICHHON CepHH,
MIPOU3BEICHHOM C MCIIOJIb30BAHUEM TEKYIIMX U HOBBIX BHYTPHUIIPOH3BOICTBECHHBIX
UCTIBITAHUN. B OTHOIIEHNY JIEKapCTBEHHBIX PACTUTENBHBIX MIPETapaToOB JOCTATOYHBI TaHHBIE
CpPaBHHUTEIBHOW pacmaaeMOCTH.

6. O0ocHOBaHUE/OIIEHKA PUCKOB, MOATBEPKIAIOIINE, YTO BHYTPUITPOU3BOACTBEHHOE
UCIIBITAaHUE SBJISIETCS] HECYLIECTBEHHBIM WIIN YCTapeo.

7. O60cHOBaHME HOBOTO BHYTPUIIPON3BOACTBEHHOI'O UCIIBITAHUS U KPUTEPUEB
IPUEMIIEMOCTH.

b.IL B) KOHTpOJ'IB KadeCTBa BCIIOMOI'aTCJIbHBIX BCIICCTB

b.IL.B.1 N3meHenne napamerpos cnenudukanuu u | Yenosus | Tpebyemas Bun

(W1M) KpUTEpUEB MIPUEMIIEMOCTH JOKYMEHTAIUS | TPOIETypPhI
BCIIOMOTaTeJIbHOTO BEIIECTBA

a) YKecTOueHUEe KPUTEPHEB IPHUEMIIEMOCTH 1,2,3,4 11,2 1A
crienuuKaum

0) JloGaBneHue B cierupuKaInio HOBOTO 1,2,5, 1,2,3,4,6,8 | IA
napameTpa crnenupuKaiyd 1 COOTBETCTBYIOIIETO 6, 7

€My METOJIa UCTIBITAaHUI

B) ckirroueHne HeCyIeCTBEHHOTO mapaMerpa 1,2 1,2, 7 1A

cnenuguKanuy (Harpumep, UCKII0YCHHE
yCTapeBIIETO apameTpa)

r) 3mMeHeHue, BeIXoasIIee 3a 0JJOOPEHHbBIE I
KPUTEPHH TPHEMIIEMOCTH CTIeITU(UKAINAN

n) Uckmouenue napamerpa cnenugpukanuy, I
KOTOPBIM MOXKET CYLIECTBEHHO MOBJIMSTH Ha
COBOKYIIHOE Ka4eCTBO JIEKAPCTBEHHOI O IIpenapaTa

¢) JlobaBieHue wim 3aMeHa (MCKITrouast 1,2,3,4,5,6, |IB
OMOJIOTUYECKUI 1 HMMYHOJIOTHYECKHM TTpernapar) 8
napaMmerpa crenu(UKaIi U COOTBETCTBYIOIIETO




€My METO/Ia UCTIBITAHUI 13 COOOpakKeHH I
0€30MMacCHOCTH UJTM Ka4eCTBa

g) Eciu Ha BcmomoraTenbHO€E BEIIECTBO 1,2,3,4,56, |IB
OTCYTCTBYET CTaThs [ ocynapcTBeHHOU 8
dapmakoniee PK, n3mMeHnenue B COOCTBEHHBIX
JAHHBIX CrienU(UKAIH HA HEOPUITHATHHYIO
(dhapmakornero uiu GapMakoIero TPEThel CTPAHbI

YcnoBus

1. I3meHeHue He SBIsIeTCS CIeICTBUEM KaKoro-1r00 0053aTenbCcTBa, MPUHSIITOTO 1O
pe3yiabTaTaM paHee MPOBEAEHHBIX SKCIEPTU3 C LIEJIbI0 aHAIN3a KPUTEPUEB TPUEMIIEMOCTH
cnenuduKanuu (HapuMep, B X0A€ PETUCTPAINH JICKAPCTBEHHOTO Tperapara Wik BHECCHUN
n3menenui Il tuma).

2. VI3MeHeHue He SBIISIETCS CJIEICTBUEM HETPEIBUICHHBIX CUTYAIlMH, BOSHUKIINX B X0/1€
MIPOU3BO/ICTBA, HAIPUMEP, HOBOK HEKBATU(UIIUPOBAHHON MPUMECH, U3MEHEHUS IIPEJICIOB
COZEP)KAHUSL CYMMBI IIPUMECEH.

3. JIro60e n3MeHeHue JI0JDKHO YKJIaIbIBAThCS B IMAINa30H TEKYIIUX OJ0OPEHHBIX KpUTEPHEB
MIPUEMIIEMOCTH.

4. AHanuTHuecKasi METOJIMKa HE U3MEHSETCS U1K U3MEHSETCS HE3HAUUTEIIBbHO.

5. Hu o1viH HOBBIM METOJ| UCIIBITAHKUSI HE OCHOBAH HAa HOBOM HECTAaHIAPTHOW METOI0JIOT U
WJIY CTaHAAPTHOM METOJI0JIOTUH, UCII0JIb3yEMOM [T0-HOBOMY.

6. HoBBbIlf METOJT MCTIBITAHUS HE SBJIICTCS OMOJIOTHYSCKUM/ IMMYHOJIOTHICCKUM/
MMMYHOXUMHYECKUM WJIH METOIOM, B KOTOPOM UCHOJIb3YeTCs OMOIOTUYECKUI peaKTUB IS
OHMOJIOTMYECKON aKTUBHOM (papMarieBTUIeCKOr CyOCTaHINH (32 UCKITFOUEHUEM CTaHIapTHBIX
(hapMaKOIEHHBIX MUKPOOHOJIOTHYECKUX METOJIOB).

7. I3MeHeHne He KacaeTcsi TeHOTOKCUYHOM PUMECH.

JloxyMeHTanus

1. ITorrpaBka K COOTBETCTBYIOIIEMY(KMM) pa3aeny(aM) 10Che.

2. CpaBHHUTeNbHAS Ta0NHIIA TEKYIIUX U MPEAIaraeMbIX crenupuKanmi.

3. [Togpo6HOE onrcanue J000T0 HOBOM aHAIUTUYECKONW METOIMKHY U JaHHBIC IEPBUYHOMN
9KCHEPTHU3bI (B COOTBETCTBYIOMIUX CIyYasix).

4. JlanHble aHAJIM3a JBYX IPOMBIIUIEHHBIX CEpHil (B OTCYTCTBHE JOJIKHBIX OOOCHOBAHUM JIst
OMOJIOTMYECKHUX aKTUBHBIX (hapMalleBTHUECKUX CYOCTaHIIUNA — TPH CEPHH)
BCIIOMOTaTEJIbHOTO BEIIECTBA 10 BCEM MapaMeTpaM Clelu(pUKaIIH.

5. B cOOTBETCTBYIOLIUX Cily4asiX JaHHbIE TECTA CPABHUTENbHOW KHHETUKH PACTBOPEHUS
JIEKApCTBEHHOTO IIpernapara, 10 MEHbIIEH Mepe, OJJTHON ONBITHO-IIPOMBIIIEHHON CEpHH,
COJIEprKalllel BCIIOMOTaTENbHOE BEIIECTBO, COOTBETCTBYIOLIETO TEKYLIEH U ITPEAIaraeMou
crenuguKanusM. B oTHOIIEHNN JIeKapCTBEHHBIX PaCTUTENIbHBIX MIPEMapaToB JOCTaTOYHBI
JTAHHBIE CPAaBHUTEJIBHOW paciagaeMOCTH.

6. O00CHOBaHUS HETIPEACTABICHUS PE3yJIbTaTOB HOBOTO MCCIIEIOBAHMS OMOIKBUBAJIEHTHOCTH
B COOTBETCTBUU C [IpaBunamu mpoBeneHus UcCien0BaHui OnoskBuBaieHTHOCTH PK.

7. Ob6ocHOBaHME/OLIEHKA PUCKOB, MOATBEPKAAIOIINE TO, UTO MapaMeTp SABISAETCS
HECYIIECTBEHHBIM WJIM YCTapEl.

8. O60ocHOBaHME HOBOTO MapameTpa CeluPUKAINN U KPUTEPUEB IPUEMIIEMOCTH.

b.IL.B. 2 M3MeHeHne aHanuTHYeCKON MeTouku st | Yernosus | Tpebyemas Bun
BCIIOMOT'aTeJIbHOTO BEIIECTBA JOKYMEHTaus | IpoLeaypbl
a) He3naunmeblie n3MeHEeHHS 0JI00pEHHON 1,2,3,4 11,2 1A
AHAIUTUYECKON METOJIUKH

0) UcknroueHne aHaTUTHYECKOW METOIUKH, €CITH 5 1 1A

aIbTepHATHBHAS €1 METOJIMKA Y)Ke 0100peHa

B) 3amMeHa OMOJIOTUYECKOT0/MMMYHOJIOTHYECKOT0/ I
HUMMYHOXUMHUYCCKOTO MCTOJa HUCIBITAaHUN WU




METO/1a, B KOTOPOM UCHOJIb3YeTCsl OMOIOTUYECKUI
peaKkThB

r) [Ipourie U3MeHEHUs AHATTUTUYECKON METOIUKHU 1,2 IB
(BKITIOYAst TOOABJICHHE W 3aMCHY)

Ycnosus

1. CornacHo COOTBETCTBYIOIIUM JIOKyMEHTaM, IPOBEIEHbl HEOOXO0AUMbIE BAINAALIMOHHBIE
WCCIIEI0BAHMSI, TOTBEPKIAIOIINE TO, YTO OOHOBJICHHASI aHAJTUTHYECKAsi METOJIMKA, 10
MeHbILIEH Mepe, SKBUBAJIEHTHA MTPEIbITYIIEH.

2. [Ipenensl coaepxKanus CyMMBI TPUMECe HEe M3MEHMWJINCh, HOBbIE HEKBATU(DUIIMPOBAHHbIC
IIPUMECH HE OOHAPYKEHBI.

3. Meron ananu3a He U3MEHHJICS (HapUMep, H3MEHEHHUE JUTMHBI KOJIOHKH MM TeMIIepaTyphl,
HO He JIpYroil BUJl KOJIOHKH WM METON).

4. HoBblil METOJ] HCTIBITAHUS HE SBJISIETCS] OMOIOTHYECKUM/ IMMYHOJIOTUYECKIM/
MMMYHOXUMHUYECKUM UJIM METOJIOM, B KOTOPOM HCIIOJIb3YeTCs OMOIOrMYEeCKUi peakTus (3a
WCKJIFOYEHUEM CTaHIAPTHBIX (papMaKoneiHbpIX MUKPOOHOIOTUIECKHX METOJIOB).

5. AnpTepHaTHBHAs aHAJIMTUYECKAs METOAMKA JUI apaMeTpa crelupuKanuy yxe o100peHa,
IIPH ATOM TaKasi METOAMKA ObUIA BKIIOYEHA HE C TOMOIIBI0 [A/-yBeTOMIICHHSI.

JloxymMeHTanus

1. ITorrpaBka K COOTBETCTBYIOIIEMY(KMM) pa3aeiny(aM) A0Che, BKIIOYAs OMMCAHUE
aHAJIMTUYECKOM METOJIOJIOTUH, PE3IOME IaHHBIX IEPBUYHOM SKCIIEPTHU3BI, IEPECMOTPEHHBIE
crnienn(pUKaul Ha TIPUMECH (eCIIM TPUMEHHIMO).

2. CpaBHUTENbHBIE PE3YIbTAThl IEPBUYHON IKCIIEPTU3HI WIH, IPU HATTMYUU OOOCHOBAHUS,
CpaBHUTEJIbHBIE PE3YJIbTAThl aHAJIN3A, [TOATBEPIKIAOLINE TO, UTO TEKYIIEE U MIpeAIaracéMoe
WCIBITaHNE YKBUBAJICHTHBI. JJaHHOE TpeOoBaHNE HE TPUMEHSIETCS, €CJIU JOOaBIsIeTCs HOBas
aHAJIMTUYECKasi METOAMKA.

b.IL.B. 3 MI3mMeHeHe HCTOUHUKA [TOJTy4EHUs VYcnosus | TpeOyemast Bun
BCIIOMOT'aTeJIbHOIO BEILECTBA WIIA PEAKTHUBA C JOKYMEHTAUs | IPOLELYpPbI
puckom TI'D

a) U3 marepuana ¢ puckom TI'D Ha marepuan
PaCTUTEIBHOTO WM CHHTETHYECKOTO
MIPOUCX OXKACHUS

1. I51g BcrioMoraTeNbHbIX BELIECTB UM PEakTUBOB, | 1 1 IA
HE UCIOJIb3YEMBIX B IPOU3BOJICTBE
OMOJI0rM4EeCKONH/MMMYHOIOTMYECKON aKTUBHOM
(bapMareBTHUECKON CyOCTaHIIUM UITH
OMOJIOTUYECKOTO/UMMYHOJIOTHYECKOTO
JIEKapCTBEHHOI' O IIpernapara

2. JIns BCIIOMOTaTenpHbIX BEIIECTB WIIM PEAKTHBOB, 1,2 IB
HCIOJIb3YEMBIX B IPOM3BOJACTBE
OMOJI0rM4eCKON/MMMYHOJIOTMYECKON aKTUBHOM
(bapmMarieBTHUECKON CyOCTaHIIUHN UITH
OHMO0JI0rM4eCKOr0/UMMYHOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIperapara

6) l3meHeHne 1y BBeIEHUE MaTepuala ¢ pUCKOM I
TI'D nnm 3amena matepuana ¢ puckoM TI'D Ha
Apyroi marepuai ¢ puckoM TI'D, He umeromMii
ceprudukar coorBeTcTBUs Mo TI'D

YcaoBus
1. Cnenudukanyy Ha BEITYCK U KOHEIl CPOKa TOJHOCTH BCTIOMOTATEIHHOTO BEIIECTBA U
JIEKAPCTBEHHOTO MpernapaTa He U3MEHSIIOTCA.

JloxyMeHTanus




1. dexnapanusi IpOU3BOAUTENS WIN JAepKaTelsl PETUCTPALUOHHOTO YIOCTOBEPEHHUS
MaTepuasa, YTO OHH MOJHOCTBHIO PACTUTENBHOIO WM CUHTETUYECKOTO IPOUCX 0K ICHUSI.
2. UccnenoBanue SKBUBAJIEHTHOCTH MaTEPUAJIOB U BIUSHUE HA IPOU3BOJICTBO TOTOBOTO
MaTepuasa U BIUSHUE Ha XapaKTEPUCTUKHU (HAIpUMep, XapaKTEPUCTUKHU pACTBOPEHUS)
JIEKapCTBEHHOT'0 Ipernapara.

b.11.B. 4 3MeHeHuEe CUHTE3a UK TTOJTYyYCHUS VYcnosus | Tpebyemas Bun
HedapMaKoIeHHOro BCIOMOTaTeIbHOTO BEIIECTBA JOKYMEHTAIUs | IPOLEayphI
(ecnu onucaH B perUCTPALMOHHOM JI0ChE) UITU
HOBOI'0 BCIIOMOTIaTEJIbHOIO BEHNIECTBA

a) Hesnaunmoe n3MEHEHHE CUHTE3a WIIH 1,2 1,2,3,4 1A
MoJTy4eHus: He)apMaKOIeHHOTO BCIIOMOTaTEIHHOTO
BEIIECTBA MJIK HOBOI'O BCIIOMOTaTEIbLHOIO
BEIIECTBA

0) M3meHsroTcs cnenuduKanuy Wikl KMEeTCs 1
M3MEHEHUE (PU3UKO-XUMHYECKUX CBOWCTB
BCIIOMOTaTEJIbHOTO BEIIECTBA, KOTOPHIC BIMSIOT Ha
Ka4eCTBO JICKAPCTBCHHOT'O IIperapara

B) BcmomorarenbHoOe BelecTBo — 1
OHMOJIOTrMYE€CKOE/MMMYHOJIOTHYECKOE BEIIECTBO

YcnoBus

1. Cnioco0 cunTe3a u crenupuKaliuyd UASHTUYHBI M OTCYTCTBYIOT KAUYECTBEHHBIE U
KOJIMYECTBEHHBIC U3MEHEHUS MTPOMUIIS pUMecei (MCKITIoUasi OCTATOYHBIC PACTBOPUTEIH, IPH
YCIIOBUH TOT'O, YTO UX KOHTPOJIb OCYIIECTBIISIETCSI B COOTBETCTBUU C IIPEAEIbHBIM
coJiep)KaHueM, YKa3aHHbIM B fokyMeHTaxX PK) nimm Gpu3nko-XxuMU4IecKux CBOUCTB.

2. Vcknroyasi ablOBAHTHI.

JloxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(HM) pa3zieny(am) A0Che.

2. Jlannble aHanu3a cepuil (B opMaTe CpaBHUTEIbHON TaOIUIIBI), IO MEHBILIEN MEPE, ABYX
cepuil (o MeHbIIel Mepe, ONBITHO-IPOMBIIIUIEHHBIX ) BCIOMOTaTeIbHOIO BEILIECTBA,
IIPOMU3BEICHHBIX C IOMOIIBI CTAPOr0 U HOBOT'O ITPOLIECCOB.

3. B COOTBETCTBYIOIIMX CIIydasX JaHHBIE TECTA CPABHUTEIBHON KNHETUKN PACTBOPEHHUS
JIEKapCTBEHHOI'0 IIpernapara, o MEeHbIIEH Mepe, IByX cepHil (110 MEHbIIEH Mepe, ONBITHO-
IIPOMBIILIJIEHHBIX ). B OTHOIIEHNN JI€KapCTBEHHBIX PACTUTENBHBIX NIPENAPATOB 1OCTATOYHbI
JTAaHHBIE CPABHUTEIBHON PACIaIa€MOCTH.

4. Konust 0100peHHOM 1 HOBOM (€cii MPUMEHNUMO) crieu UKL BCHOMOTaTeIbHOIO
BEIIECTBA.

B.11. r) KonTpons kauecTBa JiekapCTBEHHOTO MperapaTa

B.ILr. 1 U3MeHenune napamMeTpoB VYcenosus Tpebyemas Bun
crenuuKanuu 1 (Uin) KpUTEpUeB JIOKYMEHTALUs IIPOLIETYpPHI
IIPUEMIIEMOCTH JIEKAPCTBEHHOT O
mpenapara

a) YxecToueHue KpuTeprueB 1,23,4 1,2 1A
MIPUEMIIEMOCTH CIIEITUUKAIAN

0) YkecTroueHre KpUTepreB 1,2,3,4 1,2 1A
MIPUEMIIEMOCTH CIIEIU(UKAITAN
JIEKapCTBEHHBIX MPENapaToB,
MOJIISKAIUX BBITYCKY CEpU
oUIHATEHBIM KOHTPOJIBHBIM OPTaHOM




B) JloGaBneHue B crieniuKaImio 1,2,5,6,711,2,3,4,5,7 1A
HOBOTO MapameTpa u
COOTBETCTBYIOIIETO €EMY METO/1a
HCIBITAaHUH

r) UckntoueHue HecylecTBEHHOTO 1,2 1,2,6 1A
napaMerpa crenudukanyu (Hanpumep,
MCKITIOYEHHUE YCTApEBIIETO MapaMeTpa)

n) M3MeHeHue, BRIXOIAIIee 32 |
01I0OpEHHBIC KPUTEPUU IPUEMIIEMOCTH
cnenudukanum

e) Mckmouenue napamerpa I
cnenuUKaum, KOTOPBIH MOXKET
CYIICCTBCHHO ITOBJIMATH HAa COBOKYITHOC
Ka4yeCTBO JICKAPCTBEHHOTO Tpenapara

x) JloOGaBneHue wim 3ameHa (MCKIr0Yas 1,2,3,45,7 IB
OMOJIOTHYECKUN 1 IMMYHOJIOTUYECKUAN
npenapar) rnapamerpa crernudukanum 1
COOTBETCTBYIOIIETO €My METO/1a
HCIIBITAaHUHN U3 COOOpaKeHU
0€30IaCHOCTH MJIM KaueCcTBa

3) OOHOBJIEHHE JOCHE C LIEIBIO 1,2 3,4, 1,2 1A
COOTBETCTBHS MOJIOKSHUSIM 7
0OHOBJIEHHOM 0011Iell cTaThu
I'ocynapcrBennoit dapmakoriee
Pecniy6nmnku Kazaxcran Ha

JIEKapCTBEHHbIN npemnapar (*)

n) Beoautcs ctates ['ocynapctBennoit | 1, 2, 10 1,2,4 1A
®apmakoneu Pecyonuku Kazaxcran
«OIHOPOJIHOCTH JO3UPOBAHUS» B LIEIIAX
3aMEHBI TEKYIIETO
3aperucTpUPOBAHHOTO METO/a, JINO0
crathbs [ 'ocygapcTBeHHOM Dapmakonen
Pecny6nuku Kazaxcran
«OTHOPOTHOCTH MACChI», TUO0
«OJTHOPOJIHOCTB COIEPKUMOT0»

VcemoBus

1. 3meHeHue He sBIsIeTCs CIeICTBUEM KaKoro-1ubo 00s3aTenbCcTBa, MPUHITOTO MO
pe3yJibTaTaM paHee MPOBEICHHBIX SKCIEPTU3 C IEIbI0 MEPECMOTPA KPUTEPUEB TPUEMIIEMOCTH
crienuuKanuu (HarpuMep, B X0A€ PErUCTPalNU JEKapCTBEHHOTO Mperapara Wik BHECEHUN
m3meHenui Il Tuma), eciim TOIpKO 000CHOBBIBAIOIIAS JOKYMEHTAIUS HE ObliIa paHee
MPOBEPEHA U YTBEPKJICHA B paMKax JAPYrou MpoLeaypsl.

2. I3MeHeHue He SBIISIETCS CIEICTBUEM HENPEIBUAECHHBIX CUTYallMid, BOSHUKIINX B XOJI€
MIPOU3BOJICTBA, HAIPUMEP, HOBOW HEKBATU(DUIIUPOBAHHOM MPUMECH, U3MEHEHUS TIPEJICIIOB
COJIepKaHUsI CYMMBI IPUMECEH.

3. JIro60e n3MeHeHue I0JDKHO YKIIaIbIBAThCS B IMAINa30H TEKYIIUX OJO0OPEHHBIX KPUTEPUEB
MPUEMIIEMOCTH.

4. AHanuTHYEeCKas METOAUKA HE M3MEHSICTCS WU U3MEHSCTCS HE3HAYUTEIIBHO.

5. Hu oivH HOBBII METO/ UCIIBITAHHUS HE OCHOBAaH Ha HOBOM HECTAaHIAPTHOW METOJI0JIOTUH
WJIA CTAaHJAAPTHOW METOJOJIOTUH, UCIIOIb3YEMOW MO-HOBOMY.

6. HoBbIli MeTOI UCTIBITAHUS HE SBJISICTCS] OMOJIOTHIECKUM/ HMMYHOJIOTHYECKUM/
MMMYHOXUMHYECKHM UJIF METOJIOM, B KOTOPOM UCTIOJIb3YeTCs OMOIOTUYECKUI PEAKTUB IS




OMOJIOTMYECKONW aKTUBHOM (hapMaIieBTUUECKON CyOCTaHIINM (32 UCKITIOUEHUEM CTaHIapPTHBIX
(apMakoneHHbIX MUKPOOHOJIOTHYECKUX METOIOB).

7. I3MeHeHune He 3aTparuBaeT Kakue-JIn0o npuMecH (BKJI0Yasi TeHOTOKCHYHBIE) UIIH
pacTBOpEHHE.

8. MI3meHeHue 3aTparuBaeT 0OHOBIIEHUE KPUTEPUEB IPUEMIIEMOCTH MUKPOOHOIOTHYECKUX
KOHTpPOJIEH B LIEIISIX COOTBETCTBUA AcUCTBYroIIe Dapmakonee, a 3aperuCTpUpPOBaHHbIC HBIHE
KPUTEPUH TPUEMIIEMOCTH MUKPOOHOJIOTHYECKUX KOHTPOJIEH He BKIIIOYAIOT KaKue-JInoo
JOTIOJTHUTEJIbHbBIE KOHTPOJIH, BKIIFOYSHHBIE B CHIENU(UKALINIO, TOMUMO (papMaKoTeHHbIX
TpeOOBaHUI B OTHOLIEHUH ONPEEICHHOM JICKapCTBEHHON (POPMBbI

9. Ilapametp crienuduKaIMKA HE 3aTParuBacT KPUTHUECKUI MapaMeTp, HalpuMep:
KOJINYECTBEHHOE OIpEeesICHHE

IIPUMECH (ECJIN TOJBKO OIPENEICHHBIN PACTBOPUTEID OJHO3HAYHO HE UCIIOIB3YETCS B
IIPOM3BO/ICTBE JIEKAPCTBEHHOI'O Ipernapara)

THO0YI0 KPUTHIECKYIO (PU3NIECKYIO XapaKTEPUCTUKY (IPOYHOCTh MIIM XPYITKOCTh TaOJIETOK,
HE MOKPBITHIX 000JI0UKOH, pa3mepsl)

J10001 3arpoc Ha MPOIYCK UCIIBITAHUS

10. IIpenyiaraemelii KOHTPOJIb MOJHOCTBIO COOTBETCTBYET TabuuLe cTaThi ['ocy1apcTBEHHOM
dapmakorniee Pecrryonuku Kazaxcran u He BKIIIOYAET allbTepPHATUBHBIE MTPEIOKEHUS
UCHBITAaHUS OTHOPOJHOCTH JO3UPOBAHUS C TIOMOIIBIO BApHALIMU MACChI MIIK OJJTHOPOJHOCTH
COJIEpKaHusl, €CJIM NOCIIEAHUE YKa3aHbl B CTAThE.

JoxyMeHTanus

1. ITompaBka K cOOTBETCTBYIOIIEMY(MM) pa3zeny(am) J0Che.

2. CpaBHHTENbHAS Ta0IHIIA TEKYIIUX U MIPEUIaraeMbIX CIICIU(DUKAIHIH.

3. [onpoGHoe onucanue JO0r0 HOBOM aHATUTUYECKOW METOIUKH U JJaHHBIE TIEPBUYHOM
JKCIEPTU3BI (B COOTBETCTBYIOLIUX CIyYasix).

4. JlaHHBIE aHATM3a JIBYX IMPOMBIIIJICHHBIX CEpHil (B OTCYTCTBHE JOKHBIX 0O0OCHOBAaHUI s
OMOJOrMYECKUX aKTUBHBIX (hapMalleBTUUECKUX CYOCTaHIIUNA — TPU CEPHH) JIEKApCTBEHHOTO
mpernapara 1o BceM napamerpam crenudukanuu.

5. B coOTBETCTBYIOMIMX ClIydasx JaHHbIE TECTA CPABHUTEIbHON KHHETUKU PACTBOPEHHUS
JIEKapCTBEHHOI'O IIperapara, 10 MEHbIIEH Mepe, OJHON ONBITHO-IIPOMBIIIIIEHHON CEPUH,
COOTBETCTBYIOIIHE TEKYIIEH U MpejyiaraeMoi cnenudukanusam. B oTHomennn
JIEKapCTBEHHBIX PACTUTEIBHBIX IPENAapaToOB JOCTATOYHBI JaHHBIE CPABHUTEIBHON
pacnaiaéMoCTH.

6. ObocHOBaHME/OIIEHKA PUCKOB, MOATBEPKJAIOIINE, YTO TapaMeTp SABISETCS HE3HAUUMBIM.
7. O00CHOBaHME HOBOT'O MapaMeTpa cuenu(pruKaluy 1 KpUTepreB NPHEMIIEMOCTH.

(*) Ipumeuanue €CJIA B I0CHE 3apErUCTPUPOBAHHOIO
JIEKapCTBEHHOTI'O IIperapaTa yIIOMUHAETCs
«TeKyIllee U3/1aHue» HEOOXOIUMOCTh B
YBEJIOMJIEHUH YIIOJTHOMOYEHHBIX OpraHoB 00
00HOBIIEHHOH cTaThe ['ocyaapcTBeHHOM
®apmakonee PK. B ¢Bsi3u ¢ 3TUM Takoe M3MEHEHHE
IIPUMEHSETCS [P OTCYTCTBUM YIIOMUHAHUS
OOHOBJICHHOH (papMaKOIEeHHOM CTaThu B
TEXHUYECKOM J0ChE, & U3MEHEHUE OCYIIECTBIISETCS
B LIEJISIX BKIJIFOUEHUS] YITOMUHAHUSI OOHOBJICHHOMN

BEPCUMU.
b.I1.r.2 I3MeHeHne aHAIMTHYECKOU VYenosus Tpebyemast Bun
METOJIMKH JIEKAPCTBEHHOT' 0 Ipenapara JIOKYMEHTalus IPOLEAYPHI
a) HesnauuTenpbHbIC U3MEHEHUS 1,2,3,4 1,2 1A

YTBEPKICHHON aHAJIUTUYECKON
METOIUKH




0) MckmroueHne aHaTUTHIECKOM 4 1 1A
MCTOIHKHU, CCJIN AJIbTCPpHATUBHAA el
METOJIMKA YK€ 0J]00peHa

B) 3meHenue (3ameHa) I
OMOJIOTMYeCKOr0/ UMMYHOJIOTHIECKOT O/
UMMYHOXUMHYECKOTO UCTIBITAHUS WIIN
METO/a, B KOTOPOM HCIOJIb3yeTCs
OMOJIOTUYECKU PEAKTUB, UM 3aMEHA
OMOJIOTUYECKOTO Mperapara CpaBHEHHUS,
HE OXBAYCHHOT'O YTBEPKICHHBIM

IIPOTOKOJIOM

r) [Ipourie n3MeHEeHUsI AHATTUTUYECKON 1,2 IB
METOJIMKH (BKIItOUasi JOOABIICHUE WIIN

3aMEHY)

1) OOHOBIIEHHE aHATTUTUYECKOMN 2,3,4,5 1 1A

METOAMKH B LIETSIX COOTBETCTBUS
OOHOBJICHHOM 001IIei cTaThe
l'ocynapcrBennoit @apmakornee
Pecniy6nnku Kazaxcran

e) B nemsix oTpaskeHusi COOTBETCTBHS 2,3,4,5 1 1A
l'ocynapcrBennoit @apmakornee

Pecnyomku Kazaxcran u uckiroueHus
YIIOMUHAHUS ycTapeBIIeld COOCTBEHHOM
AHATUTUYECKON METOJIMKH B €€ HOMepa

*)

Ycnosus

1. CornacHo COOTBETCTBYIOIUM JIOKyMEHTaM, IPOBEI€Hbl HEOOXO0IMMBbIE BAIUAALIMOHHBIE
HCCIIEIOBaHMsI, MOATBEPKIAIOIINE, YTO OOHOBIICHHAS] AaHAJTUTHYECKas METO/IMKa, [0 MEHbIIEeH
Mepe, SKBUBAJIEHTHA MPEABIAYLICH.

2. [Ipenensl coepkaHus CyMMbI IIpUMecel He U3MEHWINCh, HOBbIE HEKBATH(UIIUPOBAHHBIE
IIpUMECH He OOHAPYKEHBI.

3. Meton ananu3a He U3MEHWICA (HapuMep, U3MEHEHHE JUIMHBI KOJIOHKH WM TeMIIepaTyphl,
HO He JIpYToil BUJI KOJIOHKH WM METON).

4. HoBblii METO/ UCTIBITAHUSI HE SIBIISIETCS] OMOJIOTUYECKUM/ UMMYHOJIOTUYECKUM/
MMMYHOXUMHUYECKUM UM METOJIOM, B KOTOPOM HUCIIOJIb3YyeTCs OMOIOTHYECKH PeakTuB (3a
WCKJIIOUYEHUEM CTaHAapTHBIX (hapMaKoNeHHbIX MUKPOOHOIOTHYECKUX METOJIOB).

5. 3aperucTpupoBaHHas aHATUTUYECKAs METOAMKA YK€ CChUIAeTCs Ha OOIIYIO CTaThio
lNocynapcrBennoit ®apmakomnee PK, a mo0Obie n3MeHEHUS ABISIOTCS HE3HAYNMBIMU U
TpeOYIOT OOHOBJICHHS TEXHUYECKOTO JJOChE.

JloxyMeHTanus

1. ITonmpaBka Kk COOTBETCTBYIOLIEMY(HMM) pa3aeny(am) qocke, BKIIOUYas ONMCAHUE
AHATTUTUYECKON METOJIOJIOTHH, PE3IOME JaHHBIX IEPBUIHOM IKCIIEPTHU3HI, IEPECMOTPECHHBIS
crienupUKauy Ha MPUMeECH (€CIIi TPUMEHHUMO ).

2. CpaBHUTEIBHBIC PE3YIbTAThI IEPBUYHON IKCIIEPTU3HI WIIH, IPU HATMYUNA 0OOCHOBAHMSI,
CpaBHUTEIbHBIE PE3YJIbTaThl aHATIN3A, OATBEPKIAIOIINE TO, UTO TEKYILEE U MPeIaraeMoe
WCIIBITAaHUE YKBUBAICHTHBI. HacTosiee TpeboBaHMe HE TPUMEHSETCS, €CITH I00aBISETCS
HOBasl aHAJTUTUYECKas METOJUKA.

(*) Ilpumevanue €CJIM B JIOChE 3apPETUCTPUPOBAHHOTO
JIEKApCTBEHHOI'O MpernapaTa yIloOMUHAeTCs
«TEeKyIlee n3/laHne» HeoOX0IMMOCTh B
YBCAOMIICHHUHU YITOJTHOMOYCHHBLIX OPraHOB 06




0OHOBIIEHHOM cTaThe ['ocymapcTBeHHON
dapmakonee Pecnybnuku Kazaxcran oTcyTcTByeT.

b.IL.r.3 3MmeHeHue, 3aTparuBarouiee Yenosus Tpebyemast Bun
BBEJICHHE BBIITyCKa B PEAJIbHOM JOKYMEHTaLUs IpoLETypbl
BPCMCHU WJIM BBIITYCKa I10 MapaMeTpam
IIPU IPOM3BOJICTBE JIEKAPCTBEHHOTO
npenapara

B.II. 1) YnakoBoYHO-yKYIOpOYHas CHCTEMa

b.Il.n.1 3meHeHne nepBUYHON YIaKOBKU VYcnosus | TpeGyemast Bun
JIEKAPCTBEHHOTO MperapaTa JOKYMEHTAIUsS | IPOIeyphl
a) KauecTBeHHBIN U KOJIMYECTBEHHBIN COCTaB

1. TBepabIe JeKapCTBEHHBIE (hOPMBI 1,2, 3 1,2,3,4,6 1A

2. Msirkue ¥ HECTePUITbHBIC JKHJIKUE 1,2,3,5,6 IB

JIEKapCTBEHHBIE (DOPMBI

3. CtepuiibHBIC JIEKaPCTBEHHBIE TIPETIapaThl 1 I
OMOJIOTUYECKHE/MUMMYHOJIOTHIECKHE
JICKapCTBEHHBIC IPErapaThl

4. 3MeHeHue 3aTparuBaeT yrnakoBKyY, I
00J1aJar0IIy 0 MEHBIINMU 3aIIUTHBIMU CBOHCTBAM
IIPU OJHOBPEMEHHBIX U3MEHEHUSIX YCIOBUM
XpaHEeHUs U (WIM) COKpaIEeHHUH CPOKaA T'OJHOCTH

0) M3meHeHune BUia KOHTEetHepa UiIu Jo0aBiIeHue
HOBOT'O KOHTEWHEpa

1. TBepabie, MATKHE 1 HECTEPUIILHBIE JKHUIKHE 1,2,3,5,6,7 IB
JIEKapCTBEHHbIE ()OPMBI

2. CrepusbHbIe JEKapCTBEHHbIE MTPenapaThl U I
OHMOJI0rM4YECKHE/MIMMYHOJIOTUYECKUE
JIEKapCTBEHHbIE MPenapaThbl

3. UckitoueHne KOHTeHHepa MepBUYHON yIIakoBKH, | 4 1,8 1A
KOTOpOE HE MPUBOJUT K ITOJHOMY HCKITIOYSHHUIO
JIO3UPOBKH MJIM JIEKAPCTBEHHOM (hOpMBI

VcenoBus

1. U3meHeHue 3aTparuBaeT TOJbKO OJUH U TOT K€ BUJI YIIAKOBKU/KOHTEHHepa (Hampumep,
onmcrtep Ha O6iucTep).

2. Ilo 3HauMMBIM CBOMCTBAM Mpe/jiaraeéMblii yIIakOBOYHBIA MaTepual 10 MEHbIIEH Mepe
SKBUBAJICHTEH OJIOOPEHHOMY.

3. Hauatbl cCOOTBETCTBYIOIIUE HCCIEAOBAHNS CTAOUITFHOCTH B COOTBETCTBUH C
YCTaHOBJICHHBIMH TPEOOBAHUSIMH U 3asIBUTEJIEM HA MOMEHT BBEJICHUS U3MEHCHUM
MPOaHATH3UPOBAHBI COOTBETCTBYIOIIHME MapaMeTPhl CTAOMILHOCTH HE MEHEe YeM Ha IBYX
OTIBITHO-TIPOMBITIUICHHBIX HJIA TTPOMBIIICHHBIX CEPHSIX, B €70 PACTIOPSHKCHUH HAXOSTCS
yIIOBJIETBOPUTENBHBIE PE3YIbTAThI, IO MEHBIIEH Mepe, 3-MECSIIHOTO U3yUeHHUsl CTAOUITLHOCTH.
Onnaxko, eciu npejyiaraeMasi yrakoBka 0oJiee yCTOMYMBa 10 CPAaBHEHHUIO ¢ O00PEHHOM, TO
TPEXMECSYHBIE TaHHBIE 110 CTA0MIBHOCTH He TpeOyroTcs. MccaenoBanus 3aBepIiaroTcs, eCiu
WX PE3yJbTaThl HE YKIIABIBAIOTCS B CIICIIU(UKAIIMN WM TIOTEHIIUATLHO HE YKIIAIbIBATHCS B
creruKauy Ha KOHEIl CPOKa TOJHOCTH, X HEOOXOIUMO HEMEJIEHHO MPEICTABUTh
YIIOJTHOMOYEHHOMY OpraHy Hapsy ¢ MpeiaraéMbIM MJIaHOM JEHCTBUM.




4. OcraBmasi(ue)cst popma(bl) BEITYCKA JIEKAPCTBEHHOTO MperapaTa A0KkHa(bl) OBITh
,Z[OCTaTO‘-IHa(LI) JJIs1 BBIIIOJIHCHU S pCKOMeHI[aI_II/Iﬁ IO JO3UPOBAHUIO U NPOAOJIKUTCIIBHOCTH
JICUCHMsI, YKa3aHHBIX B OOIIEH XapaKTePHCTUKE JIEKAPCTBEHHOTO Ipenapara.

JloxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(KMM) pa3zaeny(aM) 10Che.

2. HeoOxoMMble TaHHBIE O HOBOM yMakoBKe (HampuMep, CpaBHUTEIbHBIC JaHHBIE IO
MpOHUIIaeMOCTH, Harpumep, s 02, CO2, Biaru u T.4.).

3. B cooTBeTCTBYIOMMX ClIy4asx HEOOXOJUMO MPEICTaBUTh MOATBEPKICHHE TOTO, YTO
B3aUMOJIEHCTBUE MEXAY COJEPKUMBIM U YIIAKOBOYHBIM MaTEPUAIOM HE IPOUCXOIAUT
(Hampumep, OTCYTCTBYET IEpeMeleHe KOMIIOHEHTOB IpeijlaraéMoro Marepralia B ero
COJZIEP’KUMOE, KOMIIOHEHTBHI JIEKAPCTBEHHOIO IIpenapara He MEPEXOAST B YIAKOBKY), BKJIIOUas
MOATBEPKICHUE TOr0, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM (papMaKometHbIM
TpeOOBaHUAM MJIM 3aKOHOATENbCTBY PecriyOnnku Kazaxcran o miaacTu4eckux MaTepuaniax u
00BEKTaM, KOHTAKTHUPYIOIIUM C MUIIEBBIMU POAYKTAMHU.

4. Jlexsapanus, 94To Ha4aThl TpeOyeMble UCCIIEAOBaHUS CTAOMIBHOCTH B COOTBETCTBUU C
YCTaHOBJICHHBIMU TPEOOBAHUSAMH (C YKa3aHHEM HOMEPOB CEpHUii); ¥ UTO (B COOTBETCTBYIOIIUX
Clly4asix) HA MOMEHT BBE/ICHUS U3MEHEHUN B PACIIOPSIKEHUU 3asBUTENS] HAXOIUIHNCh
TpeOyemMble MUHUMANIbHBIE YAOBIECTBOPUTEIbHBIC TaHHBIE 10 CTAOUIBHOCTH; H YTO
MMEIOIINECs TaHHBIE HEe CBUIETEIILCTBOBAJIM O Kakoi-1m10o mpobdieme. Heobxommumo Taxke
MIPEJICTaBUTh MOJTBEPKACHUE TOTO, UTO UCCIIEeI0BAaHUS OYAYT 3aBEPILIEHBI, U YTO €CIIU
pe3yabTaThl HE OyIyT YKIIAABIBATHCS B CHICM(DUKAIIMY WM TIOTEHIIMAIBHO HE YKIIAIbIBAThCS
B crieru(UKaliy Ha KOHEIl CPOKA TOJJHOCTH, X HEMEAJICHHO MPEICTaBAT YIIOJTHOMOUYEHHOMY
OpraHy Hapsily € IpeUIaraéMbIM IJIaHOM JICHCTBHIA.

5. Pe3ynbTaThl UcCiieI0BaHUM CTaOMIBHOCTH, IPOBEICHHBIX B COOTBETCTBHH C
YCTaHOBJICHHBIMU TPEOOBaHUSAMHU, 110 3HAUMMbIM TapaMeTpaM CTaOUJILHOCTU HE MEHEE YEM Ha
JIBYX OIBITHO-IIPOMBIIIEHHBIX WM IPOMBIIIEHHBIX CEPUAX, OXBATHIBAIOLINX HE MEHEE 3
MECSIEB, U MOATBEPKACHHUE TOT0, YTO yKa3aHHBIE UCCIIEOBaHMs Oy1yT 3aBEpILEHBI, U €ClIn
pe3yabTaThl He OyIyT YKIIAJbIBAThCS B CHEIM(PUKALINN MM IOTEHIUAIBHO HE YKJIaIbIBaThCS
B crenu(uKalyuy Ha KOHEIl CPOKA FOJJTHOCTH, X HEMEIJIEHHO MPEICTaBAT YIIOJTHOMOUYEHHOMY
OpraHy Hapsiy ¢ IpeLIaraéMbIM IIJIAHOM JACHCTBUM.

6. CpaBHEHUE TEKYIIUX U IPeIaracMbIX crielu(pUKaiil MepBUYHON yIIaKOBKH (€CiIH
MIPUMEHUMO).

7. B cOOTBETCTBYIOMIMX ClIydasix oOpa3ibl HOBOTO KOHTEHHEPa/yKYIOPKH.

8. Jlexnapanus, 4to octaBuIMii(e)cs pa3mep(bl) YIIaKOBKH COOTBETCTBYE(0)T PEXXUMY
JO3UPOBAHUS U MPOJIOJKUTEIILHOCTH JIEYEHNS U JOCTATOYHBI JJIs1 BBITIOJTHEHUS
pEeKOMEH1aluii IO JO3UPOBAHUIO, IPUBECHHBIX B 00IIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
Ipenapara.

[Ipumeuanue Jlnst B.I1LJ1.1.6) — eciniu u3MEHEHHe
MIPUBOJIUT K «0Opa30BaHUIO HOBOM
JIEKapCTBEHHOUN (OPMBI», TO TAKOE
W3MEHEHNEe TPeOyeT Mo1auu 3asiBICHUS
0 pacCUIMPEHUH PETUCTPALIIH.

Bb.11.1.2 3menenue napametpoB crienudukamuu u | Ycinosus | TpeGyemas Bun

(W1M) KpUTEpUEB IPUEMIIEMOCTH TEPBUYHON JOKYMEHTAIUs | IpoUeaypbl
YIAaKOBKH JICKAPCTBEHHOTO TIpenapara

a) YKecTOueHUE KPUTEPUEB IPUEMIIEMOCTH 1,2,3,4 11,2 1A
cnenudukanuu

0) {lo6aBienne B cieruUKaIuio HOBOTO 1,2,5 1,2,3,4,6 1A
rapameTpa U COOTBETCTBYIOLIEH eMy

aHATUTUYECKON METOIUKU




B) HckirtoueHne HeCYeCTBEHHOTO IapaMeTpa 1,2 1,2,5 1A
cneuuuKanuy (Hampumep, UCKII0YECHUE
yCTapeBIIero mapamerpa)

r) Jlob6aBienne nin 3aMmeHa mapamerpa 1,2,3,4,6 IB
crerpuKauy U3 COOOpaKeHHU 0€30MaCHOCTH
WA Ka4ecTBa

YcnoBus

1. I3MeHeHue He ABIISIETCS CICACTBUEM KaKOTr0-TH00 0053aTeNIbCTBA, MIPUHATOTO 10
pe3yJibTaTaM paHee MPOBEICHHBIX SKCIIEPTU3 C LIEbI0 AaHAIN3a KPUTEPUEB PUEMIIEMOCTH
cnenudukanuy (HampuMep, B X0J1€ PErUCTPALMK JIEKAPCTBEHHOTO MpernapaTa Wik BHECEHUN
n3Mmenenuit Il tuma).

2. I3MeHeHue He SIBJISIETCS CIEICTBUEM HENPEIBUACHHbBIX CUTYaIlMid, BO3HUKIIUX B X0OJI€
MPOU3BOJCTBA.

3. JIro60e n3MeHeHue JI0JDKHO YKJIaIbIBaThCS B IMAINa30H TEKYIIUX OJ00PEHHBIX KpUTEPUEB
MPUEMIIEMOCTH.

4. AHanuTHYECKass METONKA He U3MEHSAETCS MJIM U3MEHICTCS HE3HAYUTEIIHHO.

5. Hu o1vH HOBBIM METOJ UCIIBITAHHUS HE OCHOBAH HA HOBOM HECTAaHIAPTHOW METOIOJIOTUH
WJIY CTaHAAPTHOM METOJI0JIOTUH, UCII0JIb3YEMOH MTO-HOBOMY.

JloxyMeHTanus

1. ITopaBka K COOTBETCTBYIOIIEMY(MM) pa3zeiny(am) J0Che.

2. CpaBHHTENbHAS Ta0IHIIA TEKYIIUX U MTPEIaraeéMbIX CIICIN(DUKAIIIH.

3. [lonpoGHoe onmcaHe HOBOM aHATUTUYECKON METOAUKH U JaHHBIC TIEPBUYHOM
HKCHEPTHU3BI(B COOTBETCTBYIOUINX CITydasix).

4. JlanHble aHANM3a JBYX CEpUN YITAKOBOYHOI'O MaTepuasa 1o BCEM MmapaMeTpam
(mokazateinsaM) crienuuKaum.

5. OGocHOBaHKE/OLIEHKA PUCKOB, TOATBEPKAAIOLINE, YTO TapaMeTp ABJISAETCS HE3HAUUMBIM.
6. O60CcHOBaHNE HOBOT'O MapaMeTpa cueupuKaluyl U KpUTEPUEB IPUEMIIEMOCTH.

Bb.11.1.3 N3menenue ananutudeckot Mmeroauku nist | Ycinosus | TpeGyemas Bun
MEPBUYHON YIaKOBKH JIEKAPCTBEHHOTO Iperapara JIOKYMEHTAIUsl | MPOoLeayphl
a) Heznaunmeblie n3MeHEHHS 0JI00pEHHON 1,2, 3 1,2 1A
AHAJTUTHYECKON METOIUKHU

0) [Ipoune u3MeHEeHUs aHATTUTUYECKON METOUKHU 1,3,4 1,2 1A
(BKJIIOUAs 3aMEHY MJIU JI00aBJIEHHUE)

B) HcknroueHne aHaTUTUYECKOM METOIUKH, €CITH 5 1 1A
albTepHATHBHAS € METOJIMKa YK€ 0100peHa

YcaoBus

1. CoryacHO COOTBETCTBYIOIINM TOKYMEHTaM, IIPOBEACHHAs HE0OX01MMasi IEpBUYHAs
HKCHEPTH3a, TOJATBEPHKAAOIIAst TO, YTO OOHOBJIEHHAs aHAIUTUYECKAask METO/IMKA, TI0 MEHbIIEH
Mepe, SKBUBAJIEHTHA MPeAbIAYIIEH.

2. Merton aHanu3a He U3MEHWICS (HampuMep, U3MEHEHHUE JUTMHBI KOJOHKU MU TeMIepaTyphl,
HO HE Jpyras KOJOHKa UJIN METOJ).

3. Hu oiuH HOBBIN METOJ UCIIBITAHKSI HE OCHOBAaH Ha HOBOM HECTAHIAAPTHOW METOI0JIOTHH
WM CTaHJAPTHOM METO/I0JIOTUH, UCTIOIB3YEMON T0-HOBOMY.

4. AxtuBHas (apmaleBTHUECKask CyOCTaHIUs/IeKapCTBEHHBIN MpenapaT He SBISI0TCS
OHMOJI0rMYeCKUMH/MMMYHOJIOTUYECKUMHU.

5. AnpTepHaTHBHAs aHATUTHYECKas METOAMKA JUI apaMeTpa crielupUKay yxe 0100peHa,
MIPU ATOM TaKasi METOIMKa ObLTa BKJIIIOUEHA HE C TOMOIIBI0 [A/-yBenoMIIeHUSI.

JloxyMeHTanus

1. ITorrpaBka K COOTBETCTBYIOIIEMY(HUM) pa3aeny(aM) 10Che.

2. CpaBHUTENBHBIE PE3YIbTATHI IEPBUYHON IKCIIEPTU3BI WIH, IPU HATMYUU OOOCHOBAHUS,
CpaBHUTEJIbHBIE PE3YIbTAThl aHAJIN3A, OATBEPKIAIOIUE TO, YTO TEKYIIIEE U MpejIaracMoe




HCITBITAaHNE SKBUBAJICHTHRI. HacTosiee Tpe60BaHI/Ie HE IPUMCHSACTCA, €CIIN I[O6aBJ'I${eTC$I
HOBas aHAJIMTHYCCKas MCTOJHKA.

B.IL. 1. 4 i3menenue GopMbI WU pa3MepOB Ycnosus | Tpebyemast Bun
MEPBUYHOMN YIIAKOBKH WJIH YKYIOPKH (TIEPBHYHON JOKYMEHTAIMs | TpoLeayphl
YIIAKOBKH)

a) HectepuibHbIe JIeKapCTBEHHBIC MPENapaThl 1,2,3 1,2, 4 1A

0) 3smeHenue GopMbl HITU pa3MEpPOB 3aTParuBacT I
KJIFOUEBBIC ITOKA3aTeNI YIIAaKOBOYHOIO MaTepHara,
KOTOPbIE CYIIECTBEHHO BIIUAIOT HA JOCTABKY,
pUMEHEHHE, 0€30MaCHOCTh HIIH CTa0OMIBHOCTD
JICKAPCTBEHHOTO ITperapara

B) CTepuiibHbIE JIEKAPCTBEHHBIE MPENapaThl 1,2,3,4 IB

Ycnosus

1. KauecTBeHHBIN U KOJIMYECTBEHHBIN COCTaB NEPBUYHOMN YIAaKOBKHA HE U3MEHUIICS.

2. I3MeHeHne He 3aTparuBaeT KIKYeBble II0Ka3aTeNId KayeCcTBa YIaKOBOYHOI'O MaTepuania,
KOTOpBIE BIUSIOT HA JOCTABKY, IPUMEHEHHUE, 0€30MMaCHOCTh MM CTaOUIBHOCTD
JIEKapCTBEHHOI'O IIperapara.

3. Ilpu n3MeHEeHnU CBOOOIHOTO MPOCTPAHCTBA UM OTHOIICHHSI TOBEPXHOCTH/00BEM COTIACHO
COOTBETCTBYIOLIMM JOoKyMeHTaM Pecnybnuku KazaxcraH nmo cTabuiIbHOCTH Ha4yaThl
COOTBETCTBYIOIIME UCCIIEJOBAHUSI CTAOMIIBHOCTH;, IPOAHATIN3UPOBAHbI COOTBETCTBYIOIIHE
napameTpsl CTAOMIIBHOCTU HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBILIUIEHHBIX (1715
OMOJIOTHYECKUX/MIMMYHOJIOTHYECKHX JIEKAPCTBEHHBIX MTPETAapaToOB — TPEX CEPHSIX) UITH
IIPOMBIIIJIEHHBIX CEPUSX; B PACIOPSIKEHUHN 3asiBUTEIS HAXOAATCS YAOBIETBOPUTEIIBHbBIE
pe3yJIbTaThl, IO MEHBLIEH Mepe, 3-MECSIUHOT0 U3yueHus CTaOUIbHOCTH (1715
OMO0JIOrNYECKUX/MMMYHOJIOTMYECKHX JIEKAPCTBEHHBIX MTPENapaToB — IIECTUMECSIUYHOTO).
[TonTBep:keHne Toro, 4To UCCaeA0BaHus OYIyT 3aBEPIICHbI, U YTO €CIIU PE3YIbTaThl HE
OyAyT yKJIaJbIBaThCs B CIIELU(PHUKALINN WM OTEHIUAIBHO HE YKJIa(bIBATHCS B
crenu(puKanuy Ha KOHEIl CpOKa FOJHOCTH, UX HEMEIJICHHO MPEJICTaBAT YIIOJIHOMOYEHHOMY
OpraHy Hapsay ¢ IpeIaraéMbIM MJIaHOM JAEHCTBUM.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY(MM) pa3zieny(am) A0Che, BKIOYask ONKUCaHKUE, TOAPOOHBIN
YepTeX U COCTaB MaTepHalia KOHTeHHepa WK YKYIIOPKH, a TaKkKe MepecMOoTp HHPOpMAIIH O
JIEKapCTBEHHOM IIpernapare.

2. B cooTBeTcTBYIONIMX CiTy4asix 00pa3ibl HOBOTO KOHTEHHEPa/YKYIOPKH.

3. IIpoBeneHbI OBTOPHBIE BAIMIALIMOHHBIE MCCIEA0BAHNS CTEPUIILHBIX IPENApaToB,
MIO/IBEPraloIINXCsl TEPMUHAIBHOMN CTepUIIM3aliK. B COOTBETCTBYIOMNX Cllydasx HEOOX0IUMO
yKa3aTb HOMEpa CEpuil, UCIOIb30BaHHBIX B BAJIMJALIMOHHBIX UCCIEIOBAHUSX.

4. [Ipu u3mMeHeHUH CBOOOJHOTO MPOCTPAHCTBA UJIM OTHOLIEHHS IIOBEPXHOCTH K 00beMY
JeKJIapalus, YTO HauaThl TpeOyeMble NCCIIe0BaHUS CTAOMIBHOCTH B COOTBETCTBUU C
YCTaHOBJIEHHBIMU TPeOOBaHUIMH (C yKa3aHUEM HOMEPOB CEpHif); U UTO (B COOTBETCTBYIOIINX
Clly4yasix) HA MOMEHT peasln3alliyl yBeloMIeHHus 00 u3MeHeHuu [A Tuna u nogayu
yBeoMIJIeHHs 00 u3MeHeHnH [B Tuna B ero pacopsiKeHUH HaxOIATCS yIOBIETBOPUTEIbHBIE
pe3yabTaThl U3Y4YEHUS] CTAOMIIBHOCTH; U YTO UMEIOIINECS JaHHbIE He YKa3bIBalOT Ha KaKue-
60 mpobsieMbl. HeoOxoMMo Takske MPeACTaBUTh MOATBEPIKAECHUE TOTO, YTO MCCIICTOBAHUS
OyayT 3aBepIlEHBI, U YTO €CIIH Pe3yabTaThl HE OyIyT YKJIaJbIBaThCs B CHEIM(DUKALINN HITH
MOTEHIIMAJIBHO HE YKIIAABIBAThCA B CHIENU(PUKALMN Ha KOHELl CPOKA TOJJHOCTH, UX
HEMEJIEHHO NPEACTABAT YIIOJTHOMOYEHHOMY OpraHy Hapsay ¢ IpeagaraéMbIM IJIAaHOM
JEUCTBHM.

Bb.Il.n.5 M3menenue pasMepa ynakoBKH Ycnosus | Tpebyemast Bun
JIEKAPCTBEHHOTO Mpernapara JOKYMEHTauus | npoueaypbl




a) MI3aMeHeHne KoJM4uecTBa eAMHUIL JICKapCTBEHHOM
¢bopmbl (HaripuMmep, TaOIETOK, aMIyJI U T.1.) B

yITAKOBKE
1. I3MeHeHue yKIaabpIBacTCs B 0JI00pCHHBIN 1,2 1,3 1A
JIara30H pa3MepoB YITAKOBOK
2. VI3aMeHeHue He YKJIaabIBaeTCs B 0JI00OPEHHBIN 1,2, 3 IB
JIMara30H pa3MepoB YITAKOBOK
0) M3menenue pazmepa(oB) yrmakoBKH(OK) 3 1,2 1A

B) 3MeHeHne HOMUHAITBHOM I
MacCChI/HOMUHAIBHOTO 00beMa CTEPHIIbHBIX
MHOTOJIO3HBIX (HJTM OJTHOJIO3HBIX C YaCTHYHBIM
W3BJICYCHHEM ) TAPEHTEPATLHBIX JIEKAPCTBEHHBIX
MPEenapaToB U OMOJIOTUICCKUX/IMMYHOJIOTUIESCKIX
MHOTO/IO3HBIX MTAPEHTEPATBHBIX JICKAPCTBEHHBIX
peraparoB

r) I3MeHnenrne HOMUHAIBHOM 1,23 IB
MacChl/HOMHHAIBHOTO 00beMa HellapeHTePaIbHbBIX
MHOTO/I03HBIX (WJIM OJTHO/IO3HBIX C YaCTUIHBIM
M3BJICYCHHEM ) JICKAPCTBEHHBIX IIPEIapaToB

YcnoBus

1. HoBbli1 pasmep yIiakoBKH JOJKEH COOTBETCTBOBATh PEXKHUMY JO3UPOBAHUS U
MIPOJIOJKUTEILHOCTH JICUCHUS, YKa3aHHBIM B OOIICH XapaKTEPUCTUKE JICKAPCTBEHHOTO
npenapara.

2. Marepuan nepBUYHON YyIAaKOBKU HE U3MEHSIETCS.

3. OcraBmuecs GopMbl BBIITYCKa MO3BOJIAIOT BHIOJHUTH PEKOMEHIAINH 0 TO3UPOBAHUIO U
JUTUTEIILHOCTH JICUCHHUsI, YKa3aHHBIE B OOIIEH XapaKTepUCTUKE JIGKAPCTBEHHOTO Mpenapara.

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY(HMM) pazfieny(am) 10che, BKItOUasi IEPECMOTP
nH(pOpMaIUU 0 JIEKapCTBEHHOM Iperapare.

2. O6ocHOBaHUE, YTO HOBAS/OCTAOIINECS pa3MepPhl YIAaKOBOK COOTBETCTBYIOT PEKUMY
JIO3UPOBAHUS U TTPOJIOJDKUTEIFHOCTH JICUEHUSI, YKa3aHHBIM B OOIIEH XapaKTepUCTUKE
JIEKApCTBEHHOTO Ipernapara.

3. Jlexnapanusi, 4To €CJIM 05KMJIaeTCsl BIUSHHUE Ha CTA0MIBHOCTD, COTJIACHO
COOTBETCTBYIOIIMM yYCTaHOBJICHHBIM TPEOOBaHUSIM OyIyT HAYaThl HCCIEAOBAHUS
cTabunbHOCTHU. J[aHHBIE HEOOXOIMMO MPEACTABUTS (C MPEATaraeMbIM ILIAHOM JIEHCTBUH),
JIMIIH €CJIM OHU HE YKJIAJIBIBAIOTCS B CHIEIM(DUKAITUH.

[Tpumeuanue: Jst B.I1.o.5.B) u ) — eciiu u3MeHeHne
MIPUBOJUT K UBMEHEHUIO <«JI03UPOBKH
JIEKapCTBEHHOT'O Tpernapara, To Takoe
W3MEHEHHEe TPpeOyeT Mo1auu 3asBJICHH
0 pacIIMpPEHHH.

B.IL.a. 6 3mMeHneHune kakoi-mub0 COCTAaBISIONIECH VYcnosus | Tpebyemast Bun
(mepBUYHOM) YIIaKOBKH, HEOCPEJACTBEHHO HE JOKYMEHTAIUsl | MPOoLEeayphl
COIIPUKACAIOLIEICS C JIEKAPCTBEHHBIM MPENapaToM
(Hampumep, IBET CbEMHBIX KOJIMAYKOB, [[BETHbIE
KOJIOBBIE KOJIbLIa HA aMITyJIaX, U3MEHEHHE
KOJINa4Ka, 3alUIA0IIEro Urily (UCIOoIb30BaHNe
JPYTOro MJIACTHKA))

a) MI3aMeHeHue, 3aTparuBaroliee HHPOPMAIIHIO O 1 1 1A
JIEKapCTBEHHOM TIperapare




0) M3menenue, He 3aTparuBaroiiee HHGopmaIuio o
JIEKapCTBEHHOM TIperapare

1

‘ 1

YciaoBus

1. I3MeHeHue He 3aTparuBaeT 4acTH YIaKOBOYHOIO MaTepualla, KOTOpble BIMSIOT Ha
JOCTaBKY, IPUMEHEHHE, 0€30I1aCHOCTh MM CTA0MILHOCTD JIEKAPCTBEHHOTO Mpernapara.

JloxyMeHTanus

1. ITorpaBka Kk COOTBETCTBYIOIIEMY(KMM) pa3zeiny(aM) 10Che, BKIIOYAs IEPECMOTP

nH(OpMaIIUU O JIEKaPCTBEHHOM Mperapare.

b.11.n.7 \3MeHeHne noCTaBIMKa KOMIIOHEHTOB VYcnosus | TpeGyemast Bun
YIaKOBKHU WJIM YCTPOWCTBA (€CIIM YKa3aHO B JJOChE) JOKYMEHTAIUsS | IPOIETyphl
a) VckmroueHne nocTaBpIimKa 1 1 1A

0) 3aMeHa Wi 100aBICHUE TOCTABIIMKA 1,2,3,411,2,3 1A

B) JIto60e M3MEHEHHE MOCTaBIIUKOB CIICHCEPOB I
JTO3UPOBAHHBIX HHTAISITOPOB

VcmoBus

1. UcknroyeHre KOMIIOHEHTA YITAKOBKU WJIM U3JIEHSI HE TPOUCXOIHT.

2. KauecTBeHHBII U KOJIMYECTBECHHBIN COCTAB KOMIIOHCHTOB YITAKOBKH/ U3CIHUS U
cnenuduKanuy 3CKu3a HE H3MCHSFOTCSI.

3. Cnenudukanmy 1 METOIbI KOHTPOJIS KA4eCTBa, TI0 MEHBIIEH Mepe, SKBUBAICHTHEI.
4. MetoJ1 CTepUIN3alliH U €€ YCIOBHS HE U3MEHSIIOTCS (€CIM MIPUMEHHMO).

JloxyMeHTanus

1. ITompaBka K cOOTBETCTBYIOIIEMY(MM) pa3zeny(am) J0Che.

2. [loaTBepxaeHre perucTpaluu MeauurHcKkoro uszaenus B Pecriyonuke Kasaxcran B
OTHOILICHUU MEIUIMHCKUX U3/EI1H, IpUIaraéMblX K JIEKApCTBEHHOMY IIpenapary.

3. CpaBHHTENBHAS Ta0JIMIA TEKYIIUX U TIPEAIaraeMbIX crieliuuKanui (eciu NpuMeHNMO).

b.IL.n. 8 i3MeHeHue nu3aiiHa MApKUPOBKHU VYcnosus | TpeGyemas Bun

MIEPBUYHON M BTOPUUYHOM YIaKOBKU JOKYMEHTaIus | Npoueaypsl
1 1,2 1A

Ycnosus

1.KauecTBeHHBIN 1 KOMMYECTBEHHBIN COCTaB KOMIIOHEHTOB yIIaKOBKH/ U3AETUS U

crienn (KA 3CKHU3a He H3MEHSIOTCSI.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY(MM) pa3zeny(am) A0Che.

2. MakeTbl ynakoBOK B CTapOM JIM3alHE.

B.IL. e) CtabunpHOCTD

b.IL.e. 1 I3mMeHenue cpoka rogHOCTH Wi ycinoBuil | Yenosus | Tpebyemas Bun

XpaHEHUs JIEKapCTBEHHOT 0 Mpenapara JOKYMEHTaIMs | mpoueaypsl

a) CokpalieHue cpoka roJJHOCTH JEKapCTBEHHOT O

npernapara

1. YakoBaHHOI0 B KOMMEPUYECKYIO YIaKOBKY 1 1,2, 3 1A

2. Ilocne mepBoro BCKPHITUS 1 1,2, 3 1A

3. Ilocne pa3BefeHus WM BOCCTAHOBJICHHS 1 1,2, 3 1A

0) YBenuueHue cpoka roHOCTH JEKapCTBEHHOTO

npernapara

1. YnakoBaHHOTO B KOMMEPUYECKYIO YIaKOBKY 1,2,3 IB

(IOATBEPKIACHHOE JAHHBIMU B pEAJIbHOM BPEMEHH)

2. ITocne mepBOro BCKPHITHS (TIOATBEPKACHHOE 1,2, 3 IB

JAHHBIMU B PEaJIbHOM BPEMEHM )




3. [Tocne pa3BeaeHUs WM BOCCTAHOBJICHHS 1,2, 3 IB
(IOATBEP)KIACHHOE TAHHBIMU B pEAJIbHOM BPEMEHH)

4. YBenuueHue cpoka roHOCTH IIyTEM I
SKCTPANOJISALMU JAHHBIX 110 CTAOUIBHOCTH, HE
COOTBETCTBYIOIIECH TOKyMeHTaM PecmyOmuku
Kazaxcran (*)

5. YBenuueHue nepuojia XpaHeHHst 1,2,3 IB
OHMOJIOTUYECKOTO/UMMYHOJIOTHYECKOTO
JICKapCTBEHHOTO Mpernapara B COOTBETCTBUH C
0JI0OPEHHO POTPaAMMO M3YYEHUS CTAOUILHOCTH

B) M3MeHeHue ycinoBuii XpaHeHus I
OMOJIOTNYECKUX/MMMYHOJIOI MUECKUX
JIEKapCTBEHHBIX NIPENapaToB, €CIIM UCCIIEI0BAHUS
CTaOMIIBHOCTH MPOBEJCHBI HE B COOTBETCTBHUHU C
TEKYyIIeH 0100pEeHHOM POorpaMMoi U3yueHus
CTaOUIILHOCTH

r) 3MeHeHue ycnoBuil XpaHEeHUs JIEKapCTBEHHOTO 1,2,3 IB
mpernapara Wil JIEKapCTBEHHOTO TpernapaTa mocie
pa3BeICHNUs/BOCCTAHOBIICHHUSI

1) 3menenne 0100peHHOr0 MPOTOKOJIA 1,2 1,4 1A
CTaOMIIBHOCTH

VYcnosus

1. U3meHeHune He JOKHO OBITh CJICICTBUEM HEMPEIBUICHHBIX CUTYAIlUH, BOSHUKIITNX B XOJ1€
MIPOU3BOICTBA, UM U3MEHEHUS CTAOUIILHOCTH.

2. VI3MeHeHHusI He MPUBOJIAT K PACIIMPEHHUIO KPUTEPUEB TPHUEMIIEMOCTH UCIIBITYEMbBIX
rapaMeTpOB, HCKITIOYEHUIO MapaMeTpa CTaOUIBbHOCTH, WJIM CHIYKEHHUIO YaCTOTHI UCTIHITAHUH.

JloxyMeHTanus

1. ITompaBka K cOOTBETCTBYIOIIEMY(HM) pa3zaeny(am) qocke. OHa 10JKHA CoJepKaTh
pe3yJIbTaThl COOTBETCTBYIOIIMX UCCIIEJOBAHUN CTAOUIILHOCTH B PEaJIbHOM BpEMEHU
(OXBaThHIBAIOIIMX BECh CPOK TOJJHOCTH ), IPOBECHHBIX COINIACHO COOTBETCTBYIOLIUM
nokyMmenTtaMm PK, o MeHb11€# Mepe, Ha ABYX OINBITHO-IPOMBIIITIEHHBIX cepHsix(1)
JIEKapCTBEHHOI'O IIpeTapaTa, yIaKOBaHHOIO ¢ TIOMOIIBIO 3aPETUCTPUPOBAHHOTO
YIIaKOBOYHOT'O MaTepHaia U (UIl) COOTBETCTBEHHO M1OCIIE€ IEPBOIO BCKPBHITHS MU
pa3BeieHuUs; B COOTBETCTBYIOLIMX CIydasiX HEOOXOIUMO MPEJCTaBUTh PE3yJIbTaThl
MHUKPOOHOIOTNYECKUX HCIIBITAaHUH.

2. IlepecmoTpenHast nHpOpMAaIU O JIEKAPCTBEHHOM TIperapare.

3. Konuu yTBep»I€HHBIX crielU(pHUKalMi Ha KOHEll CpOKa TOJAHOCTHU U, €CJIU IPUMEHHUMO,
crenuguKauy Mocjiae pa3BeIeHUs/BOCCTAHOBICHHSI WU TOCJE EPBOTO BCKPHITHSI.
4. O60ocHOBaHME Mpe IaraéMbIX H3MEHEHUH.

(*) Ilpumeuanwue: B otHOmIEHNN
OHMOJIOrM4eCKOr0/UMMYHOJIOTHYECKOTO
JIEKapCTBEHHOT O Iperapara
HKCTPANOJISIHS HETPUMEHHMA.

Q) [Ipu Hanuuuu 006s3aTENHCTBA
MIPOBEPUTH CPOK TOTHOCTH Ha
MPOMBIIIICHHBIX CEPUAX JIOMYCTUMBI
OTBITHO-TTPOMBIIIUIEHHBIC CEPHH.

B.11. ) [IpoekTHOE moJie M TPOTOKOJI MOCTPETUCTPAITMOHHBIX U3MEHEHUH




b.IL.x. 1 BBeneHne HOBOro MPOEKTHOTO MO WK
pacipeHe 0A00pEeHHOr0 MPOEKTHOTO MOJIS
JICKapCTBEHHOTO Mpernapara (3a UCKII0YEHUEM
OMOJIOTMYECKOT0), 3aTParuBaloIIee:

YcaoBus

Tpebyemas
JTOKYMEHTALUSI

Bun
MPOLEYPhI

a) Ogny nim 6oliee OTIENbHBIE ONepPAIlH MpoIiecca
MIPOU3BOJICTBA JIEKAPCTBEHHOT'O TIpernapara,
BKJIIOYast COOTBETCTBYIOILINE
BHYTPHIIPOU3BOICTBEHHBIC KOHTPOJIH U (WIJIH)
AHAJIUTUYCCKHNE MCTOANKN

1,2,3

0) AHATUTUYECKHE METOTUKH JIJISt
BCIIOMOTaTENIbHBIX BEHIECTB/TIPOMEKYTOUHBIX

IIPOJYKTOB U (MJIM) JIGKAPCTBEHHOTO Mpenapara

1,2,3

JloxyMeHTanus

1. Pe3ynbTathl ncciieoBanuii pa3paboTKu penapaTa 1 nporecca (BKI0Yas OIEHKY pUCKOB U
MHOT'OMEpPHBIE UCCIIEI0BAHMsI COOTBETCTBEHHO), TOITBEPKAAIOLINE TO, YTO JOCTUTHYTO
LIEJIOCTHOE MEXaHUCTUYECKOE MOHMMAaHKE [10Ka3aTele KauecTBa MaTeprasoB U apaMeTpoB
nporecca Ha KpUTUYECKHE MapaMeTphl KauecTBa JIEKAPCTBEHHOTO Mpernapara.
2. OnucaHue NpoeKTHOTO MM0Jis B TAOJIMYHOM BUJIE, BKJIOYask IEPEMEHHBIE (CBOICTBa
MaTepHaioB U IapaMeTpsl Ipoliecca MPOU3BOACTBA) U UX MPelaraeMble AUara30Hbl.
3. [onpaBka Kk COOTBETCTBYIOIIEMY(KM) pa3aeny(aM) A0Che.

Bb.I1.x. 2 BBeaeHue nocTperucTpaliioOHHOro VYcnosus | TpeOyemast Bun
MPOTOKOJIA YIPABIEHUS U3MEHEHUSIMH, JOKYMEHTauus | mpoueaypsl
3aTparuBarONIMMU JICKaPCTBEHHBIN MpenapaT

1,2, 3 |

JloxyMeHTanus
1. [TonpoOHOE onucaHue MpeaIaraeMoro N3MeHeHusl.

2. [Iporokou ynpaBiaeHus] U3MEHEHUSIMU, 3aTParuBaloOIMMU JIEKapCTBEHHBIN Mpenapar.
3. IlonpaBka K COOTBETCTBYIOIIEMY(MM) pa3ieny(am) A0Che.

B.11.x. 3 Vckimtouenue yTBepkaeHHOTo npoTokosia | YcinoBus | TpeGyemas Bun
yIpaBICHUS U3MEHEHHUSIMH, 3aTParuBarOIIUMU JOKYMEHTAIUs | mpoLeayphl
JIEKAPCTBEHHBIN ITpenapar

1 1 1A

YciaoBus

1. McknroyeHne nocTperucTpaoHHOIO MMPOTOKOJIA YIIPABIECHUS H3MEHEHUSIMH,
3aTparuBaroOIIMMU JEKapCTBEHHBIN Mpenapar, He SBJSETCS CIEACTBUEM HETPEABUIECHHBIX
CUTyallui WJIM HECOOTBETCTBUA CHENM(PUKALINYU B X0JI€ BBEIEHUS U3MEHEHHH, ONMCAaHHbBIX B
IIPOTOKOJIE, 1 HUKAK HE BIUSET Ha YTBEP)KICHHbIE CBE/ICHHUS, BKIIFOUEHHBIE B JIOCHE.

JloxyMeHTanus
1. OGocHOBaHUE MPEATATAEMOT0 UCKIIOYCHHUS.
2.

b.IL.x. 4 I3MeHeHus1 yTBEpKI€HHOTO MPOTOKOJIa VYcnosus | TpeGyemast Bun
yIpaBJIeHUs] U3MEHEHUSIMU JOKYMEHTAIMs | IpOLEeypbl
a) 3HauMMble U3MEHEHMSI IPOTOKOJIA YIIPABICHUS I
W3MEHEHUSIMH

6) HezHaunmble n3MeHeHUs1 IPOTOKOJIa 1 IB

YIIpaBJICHHUA U3MCHCHUSAMU, KOTOPLIC HC U3MCHSAIOT
CTPAaTCTrIO, OIMMMCAHHYIO B ITPOTOKOJIC

JloxyMeHTanus

1. Jexnaparusi, 9To 11000€ U3MEHEHUE JOJDKHO YKIIAIbIBATHCS B IMAIAa30H JIEHCTBYIOMINX
YTBEPKJICHHBIX KpUTEpHEB npuemsieMocTu. [lomumo 3toro, Aeknapaius, 4To B OTHOIIEHUHU




OHMOJIOrMYEeCKUX/UMMYHOJIOTMUECKHX JIEKApCTBEHHBIX TMPErapaToB He TpeOyeTcs OlleHKa
COMOCTAaBHUMOCTH.

B.I1.x. 5 Peanuzanus u3MEeHEHUH, Ycnosus | TpeGyemast Bun
MPEAYCMOTPEHHBIX YTBEPKICHHBIM ITPOTOKOJIOM JOKYMEHTAITUS | TIPOIIETyPhI
yIPaBICHNS H3MEHCHHSIMH

a) Peanm3anus usmenenus He Tpedyer 1 1,2, 4 1A
IOIOJHUTEIBLHBIX BCIIOMOTATEIBHBIX TaHHBIX

0) Peanmuzanus usmMeHeHus TpeOyet 1,2,3,4 IB
IOIOJHUTEIBLHBIX BCIIOMOTATENbHBIX TaHHBIX

B) Peanuzarus nuaMeHeHUs: OMOJIOTHYECKOr0/ 1,2,3,4,5 IB
MMMYHOJIOTHYECKOTO JISKAPCTBEHHOTO IIpernapara

VYcnoBus

1. I[IpennokeHHOE N3MEHEHHE OCYIIECTBICHO B ITOJIHOM COOTBETCTBHH C YTBEPKJACHHBIM
MIPOTOKOJIOM YIIPABJICHHUSI H3MEHEHUSIMH, TPEOYIOIee HEMEUIEHHOTO YBEIOMIICHHS [TOCTIE €r0
peallu3alym.

JloxyMeHTanus

1. Ccbuika Ha yTBEPKACHHBII MPOTOKOJ YIIPABICHUS H3MEHEHUSIMHU.

2. Jleknapaiusi, 4T0 H3MEHEHUE COOTBETCTBYET YTBEPKIEHHOMY MPOTOKOIIY YIPaBICHHUS
M3MEHEHHUSMHU U YTO PE3yJIbTAaThl UCCIIEIOBAHUS YIOBIETBOPSIIOT KPUTEPUSIM MPUEMIIEMOCTH,
OTOBOpPEHHBIE B MPOTOKoJe. [ToMrMo 3TOTO, IeKIapays TOro, YT0 B OTHOIICHUH
OHMOJIOTrMYEeCKUX/UMMYHOJIOTMUYECKHX JIEKApCTBEHHBIX MPErapaToB He TPeOyeTcs OLleHKa
COIMTOCTAaBUMOCTH.

3. Pe3ynbrathl cciae0BaHU, MPOBEACHHBIX B COOTBETCTBUU C YTBEPKIECHHBIM ITPOTOKOJIOM
yIIpaBJICHUS N3MEHEHUSIMHU.

4. [TonpaBka K COOTBETCTBYIOLIEMY(KMM) pazzieny(am) 10Che.

5. Konus yTBepkIeHHBIX crienn(UKaIiil Ha JeKapCTBEHHBIN npenapar.

b.1I. 3 be3onacHOCTh B OTHOLIEHUH TOCTOPOHHHUX ar€HTOB

b.11.3.1 O6HoBReHNE HHPOpMaruH «O1eHKa VYcnosus | TpeGyemas Bun
0€30I1aCHOCTH OTHOCHUTEJIBHO TOCTOPOHHUX JOKYMEHTaIus | mpoueaypbl
areHToB» (paznen 3.2.A.2 perucTpalioHHOTO

JIOChE)

a) UccnenoBanus, 3aTparuBaromime 1
MTPOU3BOJICTBEHHBIC ATAITBI, H3yYCHHBIC BIICPBBIC HA
MpeIMET OJTHOTO UK O0Jiee TOCTOPOHHUX areHTOB
0) 3aMeHa yCTapeBIINX UCCIICTOBAHUH,
3aTparuBarOIIUX MPOU3BOACTBEHHBIC dTAIbI U
MTOCTOPOHHUE areHThI, PaHee BKIFOUCHHBIC B JIOCHE
1. c I3MEHEHNEM OIIEHKH PHUCKOB ]

2. 6€3 U3MEHEHUs OIICHKH PHUCKOB 1,2,3 IB
JloxyMeHTanus

1. ITompaBka k COOTBETCTBYIOIIEMY(MM) pa3zeny(am) A0Cke, BKIIOYasi BBEACHHE HOBBIX
VCCIICIOBAHMM, HAITPABJICHHBIX Ha H3y4EHHUE CIIOCOOHOCTH MTPOU3BOJICTBEHHBIX 3TAIIOB
WHAKTUBUPOBATH/YTUMUHUPOBATH TTOCTOPOHHHUE ar€HTHI.

2. O6ocHOBaHUE TOTO, YTO MCCIIEAOBAaHUS HE U3MEHSIOT OLIEHKY PHCKOB.

3. [lompaBka k nH(pOpPMAIHH O IEKAPCTBEHHOM Tpenapare (€CIu MPUMEHHMO).

B.III  Cepruduxar  coorBerctBusi  EBpomeiickoii ~ ®dapmakomee  (CEP)  (mpwm
Hammuun )/ TT'D/craTtbu



B.III.1 TTogaua HOBOTO MM OOHOBIEHHOTO
ceprudukara cooTBeTCTBUS EBponerickoii
dapmakoriee Wi UCKIIOYCHHE cepTudukaTa
cootBeTcTBUs EBponeiickoii dapmakornee

YcaoBus

Tpebyemas

JIOKYMEHTAITUS

Bun
MPOLEYPhI

Ha dapmaneBTrueckyro CyOCTaHIIHIO

Ha ucxonnplii MaTepua/peakTHB/IPOMEKYTOUHBIN
MPOJYKT, UCIIOJIE3YEMBI B MPOIIECC POU3BOCTBA
(hapmareBTHUeCKOl CyOCTaHITUN

Ha BciomoraresbHO€e BelecTBO

a) Ceptudukar cooTBeTcTBHs EBporerickoit
dapmakonee COOTBETCTBYIOIIEH CTaThe
EBporneiickoii @apmakonen

1. HoBpl#i cepTrduKaT OT paHee 0J00pEHHOTO
TIPON3BOTUTEIS

1,2,3,4,5

2. OGHOBIICHHBIN cepTH(HKAT OT paHee
0JIOOPEHHOTO MPOU3BOIUTES

w|o w
©

1,2,3,4,5

3. HoBblii cepTudUKAT OT HOBOI'O IPOU3BOTUTEIS
(3ameHa unu 1o0aBJIeHNE)

oo v

o W
©

1,2,3,4,5

4. UckmroueHne cepTU(UKATOB (€CIH K MaTeprary
IPUJIAraJInCh HECKOJIBKO CEPTHU(PHUKATOB)

(ool F S ll S el I

3

5. HoBblli cepTudukaTt Ha HECTEPUIbHYIO
aKTUBHYIO (hapMaleBTHUECKYIO CyOCTaHIIUIO,
OJUIEXKALYIO UCIIOIb30BAHUIO B CTEPHIIBHOM
JIEKapCTBEHHOM IIpenapare, Ipu HCI0JIb30BaHUU
BOJIbl Ha MOCJIETHEM 3Talle CUHTE3a, 4 B OTHOLICHUH
MaTepuasa He 3asBJIEHO OTCYTCTBUE B HEM
9HJO0TOKCHUHOB

1,2,3,4,5

0) Ceptudukar cooTBeTcTBUS EBponeiickoii
®apmakoneu no TI'D Ha akTUBHYIO
(bapmaleBTHUECKYIO CyOCTaHITIIO/MCXOTHBIN
MaTepuas/peakTUB/IPOMEKYTOUHBIN TPOTYKT/
BCIIOMOTaTEJIbHOE BEIIECTBO

1. HoBblii cepTuduKaT Ha aKTUBHYIO
(hapMareBTUUECKyI0 CyOCTaHIIUIO OT HOBOTO MJIH
paHee 0JI00pPEHHOT0 MPON3BOUTENS

3,59

1,2,3,4,5

2. HoBelii cepTudukaT Ha GapMarieBTUIECKYIO
CyOCTaHIIIO/UCXOIHBIA MaTepua/peakTuB/
MIPOMEKYTOYHBIN TIPOITYKT/BCIIOMOTATEITHHOE
BEIIIECTBO OT HOBOT'O MJIM paHee 0JJ00pEHHOTr0
TTPOU3BOIUTEIIS

3,6,7

1,2,3,4,5

3. OOHOBIIEHHBIN cepTU(UKAT OT paHee
0JIOOPEHHOTO MPON3BOTUTENS

1,2,3,4,5

4. UckmroueHne cepTU(PUKATOB (€I K MaTepUary
MPHJIaraJIiCh HECKOJIBKO CePTU(UKATOB)

3

5. HoBbli1/0OHOBIEHHBIN cepTUHUKAT OT paHee
0J100pEHHOT0/HOBOTO MPOU3BOAUTENS,
MCTIOJIB3YIONIETO0 MaTepHAITBl YEIIOBEUECKOTO WITH
’KMBOTHOT'O TIPOUCXOXIEHUS, B OTHOILICHUN
KOTOPBIX TpeOyeTCsl OLIEHKa Ha MpeIMET pUCKa
MOTEHIMAIbHON KOHTAMHHALUHU IOCTOPOHHUMU
areHTamu




VYcnosus

1. Crenudukanyy Ha BBITYCK M Ha KOHEI CpOKa FOJJHOCTH JICKApCTBEHHOTO Iperapara He
W3MEHSIFOTCSI.

2. HensmeHeHHbIe (MCKITIOYas Y)KECTOUEHHE) AOMOJIHUTENbHbIE (K ['ocyaapcTBeHHOM
®dapmakonee Pecyonnku Kazaxcran) cnenudukanuy Ha npuMecH (MCKII0Yasi OCTaTOYHbIE
pacTBOpUTEINH, IPH YCIOBHH UX COOTBETCTBUS TpeboBanusMm Pecnyonuku Kazaxcran)
npoayKT-crenuduanpie TpeOoBaHMs (HarpuMep, MpoduiIi pa3MepoB YaCTHII, TOTUMOP(DHBIS
(bopmBl), eciii TPUMEHUMO.

3. [Ipouecc npon3BoACTBa aKTUBHOMU (hapMalleBTHUECKOM CyOCTaHLIUU, UCXOAHOTO
MaTepHuala/ peaKTHBa/POMEKYTOYHOTO MPOIyKTa HE BKIIOYACT UCIIOIH30BAHNE MATEPUATIOB
YeJIOBEYECKOTI0 MJIH KUBOTHOTO MTPOUCXOXKACHHUS, IJI1 KOTOPBIX TpeOyeTcs: MpoaHAIU3HUPOBATh
JAHHBIE O BUPYCHON 0€30IacHOCTH.

4. VcKITIOYUTENBHO JIsl aKTUBHOM (papMarieBTHUECKON CyOCTaHIIMK: OHa Oy/eT UCTIbITaHa
HETIOCPEJICTBEHHO MEePe] UCIOIB30BAHUEM, €CITH MIEPUO]T TIOBTOPHOTO UCTIHITAHUS HE BKIIIOUECH
B ceptudukat coorBerctBus EBpormnelickoii @apmakonee Wiu JaHHbIE, 000CHOBBIBAIOIINE
MIEPUOJT TIOBTOPHOTO UCTIBITAHUS, Y)KE€ HE BKIIIOUEHBI B IOCHE.

5. AxtuBHas (hapmalieBTHUECKas CyOCTaHIUS/MCXOAHBIA MaTepra/peakTUB/ IPOMEKYTOUHBIN
MPOAYKT/BCIIOMOTATEIHbHOE BEIIECTBO HECTEPUIIHHBI.

6. PactutenbHble papManieBTHUECKHE CYOCTaHIIMU: CIIOCOO MTPOU3BOJICTBA, (PU3NYECKOE
COCTOSIHUE, SKCTPArHPYIOLINI PACTBOPUTEINH i KOAPPHUIIMEHT SKCTPAKIIUU JIEKAPCTBEHHOTO
CpEeICTBa HE U3MEHSIFOTCS.

7. Ecnu coctaBe JIeKapCTBEHHOTO Mpernapara JUIst apeHTepaIbHOTO BBEICHHS HCIOIB3YETCs
KEJIaTUH, MPOU3BEICHHBIN 13 KOCTEH, €ro MpOU3BOACTBO JOKHO OCYIIECTBISATHCS
HCKJTFOUUTENIHO B COOTBETCTBUH C TPEOOBAHUSIMH COOTBETCTBYIOIIEH CTPAHBI.

8. B mocke ocraercs, o MeHbIlel Mepe, OJJUH MPOU3BOAUTENb 3TOI CyOCTaHIINN.

9. Ecnm aktuBHas dapmarieBTUUECKast CyOCTaHIMs HECTePUIIbHA, HO OyJIET UCIIOIh30BATHCA B
COCTaBe CTEPUIIBHOTO JIEKAPCTBEHHOT'O MpenapaTta, Torna, B cootserctsuu ¢ CEP, Ha
MOCTICTHEM dTalle CHHTE3a Hellb3s UCTI0Ih30BaTh BOIY WIIH, €CITH TaKOE MPOUCXOIUT,
HE00X0AMMO 00€CTIeYUTh OTCYTCTBUE OaKTepUaIbHBIX YHIOTOKCMHOB B aKTUBHOM
(hapMaIreBTHUeCKOM CyOCTaHIUH.

JloxyMeHTanus

1. Komnus geiictBytorero (0OHOBIEHHOT0) cepTU(hrKaTa COOTBETCTBUS EBponeiickoit
dapmaxormnee.

2. [Ipu no6aBneHnu NPON3BOACTBEHHOH TUIOMIAIKA — B (DOpPME 3asiBICHUS O BHECEHUU
W3MEHEHUN HEO0OXO0MMO YETKO 0003HAYNTh «3aPETUCTPUPOBAHHBIXY U «IIPeIIaraeMbix»
MIPOU3BOIUTENEH, KaK yKa3aHo B paznene 2.5 hopMbl 3asiBICHUSI.

3. [TompaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) J0Cke.

4. Ecnu npuMEHUMO, IOKYMEHT, COJIep Kallliii CBEJICHHS O BCEX MaTepualax, BXOASIIUX B
chepy npumenenus ctatbu ['ocynapcrBennoit ®apmakonee Pecnybnuku Kazaxcran mo
MUHHMH3AIUHA PUCKA Tepejaun areHTOB Ty04aToil SHIe(aronaTuy KUBOTHBIX TTOCPEICTBOM
JIEKapCTBEHHBIX MPENapaToB /Il MEIUIIMHCKOTO U BETEPUHAPHOTO IPUMEHEHUS, BKITIOYas
HCIIOIh3YyEMBIEC B IIPOM3BOJICTBE aKTUBHBIE (hapMalleBTHUECKOM
CyOCTaHIIMK/BCIOMOTaTeIHLHOTO BelecTBa. [Jis KaKJ0ro Takoro pojia Marepuana
HEO0OXOMMO MPEJICTABUTD CIASAYIOIINE CBEICHMS: Ha3BaHUE TIPOU3BOIUTEIIS; BH/I )KUBOTHBIX
Y TKaHU, U3 KOTOPBIX MOJIyYEeH MaTepuai; CTpaHa MPOUCXOXKICHUS )KUBOTHBIX H €T0
WCIIOJIb30BaHHUE.

5. B oTHOIIEHUH aKTUBHOH (papMaleBTUYECKON CyOCTaHIIUU: ACKIIapalysl YIOJTHOMOYSHHOTO
JIUIIA KaKIOTO JIMIICH3UPOBAHHOTO TIPOU3BOIUTENIS, YKA3aHHOTO B 3asBJICHUH,
HCIOJIBL3YIONIET0 aKTUBHYIO (hapMalleBTUYECKYI0 CYOCTAHIINIO B KAUeCTBE UCXOIHOTO
MaTepuaia, ¥ yIoJIHOMOYEHHOTO JIMLA KaXA0T0 JIUIEH3UPOBAHHOTO MTPOU3BOIUTEIS,
YKa3aHHOTO B 3asBJICHUH B Ka4eCTBE OTBETCTBEHHOTO 3a BBIITYCK cepuii. B nexmaparusax
HEOOXOMMO YKa3aTh, YTO MIPOU3BOIUTENH(HM) aKTUBHOM (hapMarieBTUIECKON CyOCTaHIINH,




yYKa3aHHBIH(€) B 3asBJICHUHN, OCYIIECTBIAET(IOT) CBOIO JIEATEILHOCTh B COOTBETCTBUU C
[IpaBunamu HaIekalei Mpou3BoACTBEHHON pakTuku PecryOnuku Kasaxcran B
OTHOILLICHUU UCXOJIHBIX MaTepuasioB. [Ipu onpeneneHHbIX 00CTOATENbCTBAX JIOMYCKAETCs
MPEJCTaBIATH OJIHY JeKiapanuio (cM. npuMedanue Kk n3menenuro b.11.6.1). Eciu
3aTparuBaroTCs Kakue-1100 0OHOBICHHS CEPTU(DUKATOB Ha aKTUBHBIE (hapMalleBTHUECKUE
CyOCTaHIIMM U IPOMEKYTOUHBIE TPOIYKTHI, OT IPOU3BOIUTENEH IPOMEKYTOUHBIX IPOAYKTOB
Takxke TpedyeTcs JeKiapalysl yIoJIHOMOYEHHOTO JIMLIA; AeKJIapalysl YIOJIHOMOYEHHOr0 1A
HYKHa, JIIIb €CJIM M0 CPABHEHUIO C paHee 3aperUCTPUPOBAHHON Bepcuel cepTudukara
HMEETCsl U3MEHEHUE ICHCTBYIOUIMX, BKIIOUEHHBIX B IEpPEeUYE€Hb MPOU3BOJCTBEHHBIX MJIOLIAJIOK.

Bb.111.2 i3mMeHeHus B LEIX COOTBETCTBUS VYcnoBus | Tpebyemas Bun
INocynapcrBennoit @apmakorniee Pecryonnku JOKYMEHTauus | mpoueaypsl
Ka3zaxcran

a) Usmenenue cnenudukanuu(it) panee
HedapMaKonelHoW CyOCTaHIIUM B LIEJIAX
cootBercTBUs I'ocynapcreennon dapmakornee
Pecny6suku Kazaxcran

1. AkTHBHOH (hapMaIleBTHYECKON CyOCTaHITNN 1,2, 3, 1,2,3,4 1A
4,5

2. BcrioMorarensHOro BerecTBa/ucxoIHoro 1,2, 4 1,2, 3,4 1A

MaTepuasa akTHBHOTO (papMarieBTUIeCKOn

cyOcTaHIIMH

0) MI3mMeHeHus B 1IeNsIX COOTBETCTBUS oOHOoBIIeHHOM | 1,2, 4,5 (1,2, 3,4 1A

COOTBETCTBYIOLIEH cTaThe [ ocynapcTBEHHOM

dapmakonee Pecnybsinku Kazaxcran

B) 3menenue cneuuduxanmii ¢ ['ocynapcrsennont | 1,4, 5 1,2,3,4 1A

®dapmakonee Pecnybsinku Kazaxcran

Vcmosus

1. U3MeHeHne oCyIIeCTBIIAETCS UCKIFYUTEIBHO B LENSX ITOJHOTO COOTBETCTBHUS
¢dapmaxornee. Bee ucnbiTaHus B cieliMPUKAIUH 10JIKHBI COOTBETCTBOBATh (papMakoneitHOMY
CTaHJapTy NOCJIEe U3MEHEHMS, 32 UCKIIIOUEHHEM JIOOBIX JIOTIOJIHUTENBHBIX BCIOMOTaTEIbHBIX
WCTIBITAHU M.

2. JlonoiaHUTENbHBIE K (hapMakonee cenu(ukanuy Ha IpoAyKT-crieu(pUUHbIe CBOWCTBA HE
M3MEHSIIOTCS (HalpuMep, Npopuiid pa3MepoB YacTull, HoaumMopdHas popMa Wid, K IpUMepy,
OMOJIOTNYECKHUE METO/IUKHU, arperarsbl).

3. 3HauKMMble U3MEHEHHs Ka4eCTBEHHOT'0 M KOJIMUYECTBEHHOTro poduiieit npumecei
OTCYTCTBYIOT (32 UCKIIOYEHHEM Y>KECTOUEHUS CHEeU(PUKALINI).

4. JlonoiaHUTENbHAs TIEpBUYHAS SKCIIEPTU3a HOBOM MJIM U3MEHEHHOU (apMaKonenHon
METOJMKH HE TpeOyeTcsl.

5. PactutensHble papMalieBTUYECKHE CyOCTaHIIMU: CIIOCO0 MTPOM3BOICTBA, (pru3nueckoe
COCTOSIHME, SKCTPAreHT 1 KO3 PHUIMEHT IKCTPAKIMH JIEKAPCTBEHHOI'O CPEJICTBA HE
V3MEHSIFOTCSI.

JloxyMeHTanus

1. ITorrpaBka K COOTBETCTBYIOIIEMY(HMM) pa3aerny(aM) 10Che.

2. CpaBHHTENbHAS Ta0NIMIIA TEKYIIUX U IPEUIaraeéMblX crielnuKaIuii.

3. JlanHble aHanmu3a cepuil (B popmaTe cpaBHUTENBHON TaOIMIIbI), 10 MEHBIIEH Mepe, IBYX
MIPOMBIIIJICHHBIX CEPUI COOTBETCTBYIOIIEH CyOCTaHIIMH (BEIIECTBA) IO BCEM MCIIBITAHUSIM
HOBOH CIIeIIU(UKAINH U, TOTIOJIHUTEIHHO, €CITH MPUMEHUMO, Pe3yIbTaThl TeCTa
CPaBHUTEIbHON KHHETUKH PACTBOPEHHMS, IO MEHBILIEH Mepe, OJJTHON OIMBITHO-ITPOMBIIIICHHON
CEepHUH JIEKapCTBEHHOTO Mpenapara. B oTHOIIEHNH JIeKapCTBEHHBIX PACTUTENBHBIX MTPENapaToB
JOCTaTOYHBI JAHHbIE CPABHUTEIILHOM PacIagaeMOCTH.




4. JlaHHBIE, OTBEPKAAIOIINE TIPUTOAHOCTD CTAThU JJIsl KOHTPOJIS KaueCcTBa CYyOCTaHITNH,
HallpuMep, CPaBHEHUE MOTEHIUAIIBHBIX IIPUMECEH € TPUMEYaHUEM IIPO3PAYHOCTH CTATHU
(transparencynoteofthemonograph).

b. IV MeauuuHckue n3aeaus

b.IV.1 U3menenue n3mepsitomero u3aenust | Yciosus | TpeGyemas Bun

WJIN W3JICJIUST JUTSE BBEICHHS JOKYMEHTAIHSI pOLEAYPHI
a) JloOaBieHUE WIIM 3aMEHA U3JICTHUs, HE
SIBJISIFOILIETOCS YACThIO TIEPBUYHOMN

YIaKOBKHU
1. MeaunuHcKue u3aeiusl, 1,2,3,5 (1,23 1A
3apeructpupoBanHbie B PK 6

2. Crneiicepsl JO3UPYIOLINX HHTAISTOPOB |
WJIH IPYTOr0 YCTPOUCTBA, KOTOPBIA MOKET
OKa3aTh CYIICCTBCHHOE BIIHSIHHE Ha
J0CTaBKy (hapMaleBTUUECKON CyOCTaHIIUU
npenapara (Harpumep, HeOynaiizep)

0) Mckmrouenue uznenus 4 1,4 1A
B) JloOaBiieHHe WU 3aMEHA U3/1CIIHS, 1
SIBJISTFOIIIETOCS YaCThIO TIEPBUIHON
YIaKOBKHU

YcnoBus

1. IIpennaraemoe n3Mepsitolee U3aeane J0HKHO TOYHO OTMEPHUBATh HEOOXOIUMYIO J103Y
paccMaTpUBaEMOro JIGKAPCTBEHHOTO Iperapara CorjIacHo 0100pEHHOMY CIIOCO0Y
MPUMEHEHHUS, CIEeIyeT MPEICTABUTh Pe3yIbTaThl TAKUX HCCIIETOBAHHIM.

2. HoBoe m3enue COBMECTUMO C JICKAPCTBEHHBIM MPETIapaTOM.

3. 3MmeHeHune He TOKHO MPUBOJIUTH K 3HAYMMOMY U3MEHEHHIO HHPOPMAITIH O
JIEKapCTBCHHOM TIperapare.

4. JlekapCTBEHHBIH Mpenapar MOKHO MPOI0JDKATh TOYHO JO3HUPOBATh.

5. MenuuuHCKOe U3/elie HEe UCITOJIb3YeTCsl B KAYECTBE PACTBOPUTEIIS JIEKAPCTBEHHOTO
npemapara.

6. Ecim mpenycMoTpeHa u3mMepuTeNbHast PyHKIMs, OHA TOJDKHA OBITh BKIIFOUEHA B IOCHE
TaKOTO M3ENHS.

JloxyMeHTanus

1. [TonmpaBka K COOTBETCTBYIOLIEMY(MM) pazaeny(am) 1ochbe, BKIt0UYas TOAPOOHBINA ICKU3 U
COCTaB MaTepHaja M3AeUs U MOCTABIINKA, €CITU IIPUMEHUMO, a TAKKE COOTBETCTBYIOIIHMA
nepecMoTp HH(MOPMAIIUU O JIEKaPCTBEHHOM TIperapare.

2. [ToaTBepkIeHNE PETUCTPAIIMU METUIIMHCKOTO u3aenus B Pecrryommke Kazaxcran.

3. OOpas1bsl HOBOTO MU3JIENHs, €CIH IPUMEHUMO.

4. O60ocHOBaHHE UCKITIOUYEHNS U3IEIHUS.

[Ipumeuanue: Hns b.IV.1.B) — ecnu usmMeHeHue NpUBOJUT K
«00pa3oBaHUIO HOBOM JICKAPCTBEHHOMN
dbopMBI», TO TaKOE U3MEHEHHE TPeOyeT moaaun
3asIBJICHUS O PACIIUPCHUH PETUCTPAIIHH.

b. V BheceHus u3MEHEHMH B pPETUCTPAIMOHHOE J0Che, OOYCIOBJICHHbIE WHBIMU
PETYIATOPHBIMU IIPOLIETYPAMU
b.V. a) MOII/M®BA



b.V.a.l BximoueHnre HOBOro, OOHOBJIEHHOTO WIIH VYcnosus | TpeGyemast Bun

UCIPaBJICHHOTO MacTep-Qaiiia rmia3mbl B JOKYMEHTAIUS | TPOLIeAYpPhI
PETUCTPAIIIOHHOE JI0ChE JIEKAPCTBEHHOTO
npenapara (npoueaypa M®II 2-ro stana)

a) [lepBoe BKiIIOUEHHE HOBOTO MacTep-daiina I
TUIa3MBl, BIUSIONIETO HA CBOKWCTBA JIGKAPCTBEHHOTO
npenapara

0) [IepBoe BKiIFOUEHHE HOBOT'O MacTep-(daiina 1,2,3,4 IB
J1a3Mbl, HE BIMSIOIIECTO HA CBOWCTBA
JICKQpCTBEHHOTO Iperapara

B) Brimtouenne oOHOBIIEHHOTO/UCTIPABICHHOTO 1,2,3,4 IB
MacTep-¢aiiia mia3Mbel: I3MEHEHUS BIHUSIOT HA
CBOMCTBA JICKAPCTBCHHOI'O IIperapara

r) BrurroueHrne 00HOBJICHHOTO/UCIIPABICHHOTO 1 1,2,3,4 1A
MacTep-¢aiiia mia3Mbl: K3MECHCHHS HE BIUSIOT Ha
CBOWCTBA JICKAPCTBCHHOTO IIperapara

Ycnosus
1. Ha oOHoBieHHbIH ninu usmeHeHHbl M®II Boigan cepTUUKaT COOTBETCTBUS
3akoHoaTenabcTBY PecnyOnmku Kasaxcras.

JloxymMeHTanus

1. Hexnapamus, uto ceprudurat M®PII 1 3KCIEPTHBIN OTYET MOTHOCTHIO MPUMEHUMBI K
3aperucTPUPOBAHHOMY JIEKApCTBEHHOMY Ipenapary, Aep:xxareias MOII npencrasun
nepxkarento PY (ecnu nepxkarens PY u nepxxkarens MOII He SBISIOTCS OJHUM U TEM KeE
nunoM) ceprudukar MOII, sxcriepTHbIN oT4eT U 1ocke Ha MDII, ceprudurar MOII u
JKCIEPTHBIN OTYET 3aMEHSIOT IPEABIAYIYI0 JoOKyMeHTanuoo Ha M®II s nanHoro
JIEKApCTBEHHOTIO IIpernapara.

2. Ceprudukar MOII u s5kcriepTHBIN OTYET.

3. Jlexnaparust sKcrepra, XapakTepHu3yrolas BCe BBOJUMBIE C TOMOILBIO
ceprupunrposanHoro M®II n3meHeHus 1 olleHNBaONIAs UX MOTEHIIMAIBHOE BIUSHUE HA
JIEKapCTBEHHBIE MPenapaThl, BKIOYast OLIEHKH MPOAYKT-CIIeU(UYHBIX PUCKOB.

4. B dbopme 3asBiIeHUs O BHECEHUH U3MEHEHUN HEOOXOIMMO YE€TKO OTPa3UTh
«IeHCTBYIOIUI» U «TIpeuiaraeMslit» ceptudukat MOPII (Homep Koa) B perucTpallioOHHOM
nocke. Ecniu npuMeHnMo, B hopme 3asiBII€HNS O BHECEHUN U3MEHEHUH TaKKe CIeyeT YETKO
nepeyrcinuTh Bee npourie M®PII, Ha KoTOpbIE CChUIAETCA JIEKAPCTBEHHBIN IIpenapar, Jaxe
€CJIM OHU HE SIBJIAIOTCS IPEIMETOM 3asiBICHUS.

b.V.a. 2 Bxitouenne HOBOTro, 0OHOBJIEHHOT'O HITH VYcenosus | TpeGyemas Bun
WCIPaBJIEHHOT0 MacTep-(ailyia BAKIIMHHOTO JOKYMEHTAIUs | mpoueaypbl
aHTurena (naiee - MOBA)B peructpanmontoe
JI0Ch€ JIEKapCTBEHHOT O Mpenapara (mpoienypa
M®BA 2-ro sTana)

a) [lepBoe BKiIIOUEHHE HOBOTO MacTep-daiina I
BAKIIMHHOI'O aHTUT€HA

0) Bxitouenrne 0OHOBIIEHHOTO/MCTIPABICHHOTO 1,2,3,4 IB
MacTep-¢aiiina BAKIIMHHOTO aHTUTE€HA: U3MEHEHUs
BIIUSIIOT HA CBOMCTBA JICKAPCTBEHHOTO Mperapara

B) Brimtouenne 0OHOBIIEHHOTO/MCTIPABIICHHOTO 1,2,3,4 1A
MacTep-¢aiiina BAKIIMHHOTO aHTUTE€HA: U3MEHEHUS
HE BJIMSIFOT Ha CBOMCTBA JIEKAPCTBEHHOTO
npermapara

VYcenoBus
1.




JloxyMeHTanus

1. Mexnapanusi, uro cepruduxkar MOBA u 3KCriepTHBIN OTYET MOTHOCTHIO IPUMEHUMBI K
3apEerucCTpUPOBAHHOMY JIEKAPCTBEHHOMY IIpenapary, aepkareiab MOBA npencrasun
JIEpKATEI0 PETUCTPALIMOHHOIO YI0CTOBEPEHUS (€CIIH JIepKaTelb pEruCTPAlMOHHOTO
yanocroepeHus u aepxxaresis MOBA He SBIAIOTCS OAHUM U TEM K€ JIMLOM) cepTUdUKaT
M®BA, skcniepTHbIil oTueT 1 gocke Ha MPBA, ceptuduxar MOBA u sxcniepTHBII 0TUeT
3aMEHAIOT NPEAbIAYINYI0 JoOKyMeHTanuo Ha MOBA 111 1TaHHOTO JIEKapCTBEHHOTO
npenapara.

2. Ceptuduxkar MOBA u 3KCIIepTHBIN OTYET.

3. Jlexnapanus 3KCIepTa, XapaKTepU3yIolasi BCE BBOJAUMBIE C TIOMOLIBIO
ceptuduurpoBaHHoro MO@BA n3MeHeHHs U OLEHUBAONIAs UX MOTEHIUAIBHOE BIUSHUE Ha
JIEKapCTBEHHBIE MPETapaThl, BKIOYas OLEHKH MPOAYKT-CIIEIU(PUIHBIX PUCKOB.

4. B ¢popme 3asiBiIeHUs] O BHECEHUM U3MEHEHHUH HE00X0AUMO YETKO OTPA3UTh
«IEUCTBYIOIIHI» U «TIpeiaraeMbiiny ceptudukar MOBA (Homep Koja) B peruCTpaliMOHHOM
nocwe. Eciiu npumennmMo, B hopme 3asiBiIeHHsI O BHECEHUH U3MEHEHHH TaKkKe CIIeAYeT YeTKO
nepeuucnutsb Bee npourie MOBA, Ha KOTOpbIE CChUIAETCS JIEKAPCTBEHHBIN Npenapar, 1axe
€CJIM OHM HE SIBISIOTCS NIPEAMETOM 3asIBJICHUS.

B.V. 6) Obparienue B 3KCIIEPTHHIN KOMUTET

b.V.6.1 O6HOBIEHNE TOCHE IO KAYECTBY, VYcnosus | TpeOyemast Bun
HAIPABJICHHOE Ha peaTU3aIUI0 3aKITFOUCHUS JOKYMEHTAIUS | TPOLEaYphI
HKCHEPTHOTO KOMHTETA

a) MI3aMeHeHne peanu3yeT 3aKJIFUYeHHE SKCIepTHOTrO | 1 1,2 1A
KOMHTETA

0) l'apMoHM3aIMs TOCKhE MO KAa4eCTBY HE SIBIISIIACH I
YacThIO 3aKITIOYCHHSI SKCTIEPTHOTO KOMUTETA, U
OOHOBJICHHE HAIPABJICHO HA €0 TAPMOHU3AINIO

Ycnosus
1. Pesynbrar He TpeOyeT JaibHEHIIeH SKCIEPTU3HI.

JloxymMeHTanus

1. IlpunokeHHOE K COMPOBOIUTEILHOMY MMUCHMY 3asBJICHUSI O BHECEHUU U3MEHEHUH: CChIIKA
Ha pacCMaTpUBAEMOE 3aKIIFOUEHHE SKCIIEPTHOrO KOMUTETA.

2. B nocbe HE0OX0IUMO YE€TKO 0003HAYUTH H3MEHEHHUSI, BHECEHHBIEC B XOJI€ MPOIEAYPHI
oOpailleHus: B 9KCIIEPTHHIN KOMHTET.

B. N3menenue 6e3onacHocty, 3 (HeKTUBHOCTH U (hapMaKoHa130pa
B.I JIekapcTBeHHBIE IIpenapaThl 111 MEAUIIUHCKOTO IPUMEHEHUS

B.1.1 M3menenue ob11eit XxapakTepuCcTUKU VYcenosus | TpeGyemas Bun
JIEKApCTBEHHOTO IIperapaTa, MapKUPOBKH, JOKYMEHTAIUs | mpouexypsl
HaIIpaBJICHHBIC HA peaIn3aliio 3aKII0YECHNS
JKCIIEPTHOIO KOMUTETA

a) JlekapcTBEHHBIN IpenapaT 0XBaueH 1 1,2,3 1A
poIIeypoli 0OpalIieHnsl B OKCTIEPTHBII KOMUTET
6) JlekapcTBeHHBIN NpenapaT He OXBaueH 1,2,3 IB

MpoIeIypoi 0OpaIeHus B SKCIIEPTHBIA KOMUTET,
HO U3MEHEHUS PEANU3YET 3aKIII0UEHUE
AKCIEPTHOI'O KOMUTETA, HOBBIE JIOTTOJIHUTEIbHBIC
JIaHHbIE JepxkareneM PY He nmpencraBiieHbl




B) JIekapcTBEHHBIN IIpenapar He OXBa4YCH 1,3 I
Iporeypoi 00paleHns B IKCIIEPTHBIN KOMUTET,

HO U3MEHEHHMSI pealin3yeT 3aKII0YCHHEe

JKCIIEPTHOIO KOMUTETA, AepKareib PY

MIpeJ/ICTaBUJI HOBBIE TOTIOJHUTENbHBIE JaHHBIE

VYcenoBus
1. U3smenenue peanusyet GopMyIHpPOBKY, 3aTPEOOBAHHYIO YIIOJTHOMOUYEHHBIM OPTraHOM, U HE
TpeOyeT MmoAauu JOTOJHUTEIbHBIX CBEICHUI U (WIIH) JabHEHIICH SKCIIEPTU3HI.

JlokyMeHTanus

1. IIpunokeHHOE K COIPOBOIUTEIHHOMY TUCbMY 3asIBJICHUS O BHECECHUHN N3MEHEHUI: CChUIKA
Ha PaccMaTpUBaEMOE 3aKIIFOUCHHE SKCIIEPTHOIO KOMHUTETA C MPUOOIIEHHO# 001Iei
XapaKTEePUCTHKOH JIEKapCTBEHHOTO Ipenapara, MapKUpPOBKOW MIIM HHCTPYKIUEH 110
MCIUITUHCKOMY NPHUMCHCHHUIO.

2. Jlexmaparusi, 4T0 COOTBETCTBYIOIIHE Pa3/Ieiibl IpeIaraeMbIX 00IIEeH XapaKTepUCTHKH
JICKApCTBCHHOTO ITpeIriapaTta, MApKUPOBKHU U UACHTUYHBI HpI/IO6HIeHHI>IM K 3aKJIFOUYCHUHIO
9KCIIEPTHOTO KOMHUTETA.

3. IlepecmoTpeHHast nH(GOpMAIHS O JEKAPCTBEHHOM Iperapare.

B.1.2 3menenue o01iei XxapakTepucTUKU YcnoBus | TpeGyemas Bun
JIEKapCTBEHHOTO Iperapara, MapKupOBKHU JIOKYMEHTalus | IpOLEeayphl
BOCITPOM3BEICHHOT'0/ THOPHIHOTO/
OMOaHAIOTHYHOTO JIEKAPCTBCHHOT'O TIperapaTa
MOCJIE OLIEHKH TOTO K€ U3MEHEHUs pehepeHTHOro
JICKAPCTBEHHOT O Tpernapara

a) Peanu3zanus nzmenenusi(il), B OTHOIIEHUH 1,2 IB
KOTOPOTO(BIX) OT JeprKaTelsl pETHCTPAIOHHOTO
YIIOCTOBEPEHUS HE TpeOyeTCs MPEICTaBIATh
HOBBIE JIOTIOJIHUTEIbHBIE TAHHBIE

0) Peanuzanus uzmenenusi(it), Tpedyrommx I
npecTaBieHus aepxxareneM PY HOBBIX
JIOTIOJTHATETHHBIX TAHHBIX, 000CHOBBIBAIOIIINX
TaKHle U3MEHEHUs (HampuMep, COMOCTaBUMOCTBD)

JloxyMeHTanus

1. IIprito’k€HHOE K CONPOBOAMTEILHOMY MHCbMY 3asBJIEHUSI O BHECEHUU U3MEHEHUIL: 3a1IpOC
HAIlMOHAJILHOTO YIIOJHOMOYEHHOT'O OpraHa (eciiu IpUMEHHUMO).

2. IlepecmoTpeHHas HHGoOpMaIHs 0 JIEKAPCTBEHHOM Mpenapare.

B.1.3 U3menenune(s1) o01eit XxapakTepUCTUKU VYcnosus | Tpedbyemas Bun
JIEKapCTBEHHOI' O IIpenapara, MapKUpOBKH JOKyMEHTalusl | MpoLeaypbl
JIEKapCTBEHHOI'O MperapaTa Jjisi MEIUIIUHCKOTO
MIPUMEHEHHMsI, HarpaBieHHOe(bIe) Ha pealln3aluio
pe3yJiibTaTta nporeaypsl, 3arparupatoieid [I00b
WJIM TIOCTPErUCTPALIMOHHOE UCCIIEI0BAHUE

0€30MacCHOCTH

a) Buecenue hopmMynmupoBKH, COTIacOBaHHON 1 1 1A
YIOJIHOMOYEHHBIM OPTaHOM

0) BHecenue nzMenenui, TpeOyronmx 2 2,3,4 I

MpEACTABJICHUA ACPIKATCIIEM PV HOBBIX
JOIIOJIHUTCIIBHBIX JaHHBIX, 06OCHOBI)IBaIOHII/IX
TAaKHMC U3MCHCHUA

Ycnosus
1.3menenue peanusyer GopMyInpOBKY, 3aTpeOOBaHHYIO YIIOJTHOMOYEHHBIM OPraHOM, U HE
TpeOyeT MmoAauu JOTOJHUTEIBHBIX CBEICHUN U (WIJIH) JaTbHEHTIICH SKCIIEPTU3HI.




2.be30macHocTh MPUMEHEHHUS NperapaTa J0KHA COXPAHATHCS U OATBEPKIAATHCS JaHHBIMU
KIIMHUYECKUX UCCIICIOBAHMM, KITMHUYECKON Oe30macHOCTH. JlOKHBI OBITh MIPEICTABICHBI UX
MTOATBEPKICHHUS.

JloxyMeHTanus

1. IlpunoxeHHOE K COMPOBOAUTEIILHOMY MUCHMY 3asIBJICHHUS O BHECCHHH U3MEHEHUMN: CChUIKA
Ha COIVIalIeHHe/OLEeHKY YITOJIHOMOYEHHOIO OpraHa.

2. O0bsACHEHHS TPUYHHBI JOOABICHUS HOBOTO/HOBBIX MPEIOCTEPEKEHUS (Hif) TOOOUHBIX
JEHCTBUI U 3asiBIIEHUE TOTO, 4TO 0€30MaCHOCTh MPUMEHEHHS MIpernapaTa CoXpaHseTcsl.

3. [lepecMmoTpenHas nHGOpMAITUS O IEKAPCTBEHHOM Tpernapare (0OHOBJICHHAS KpaTKast
XapaKTepUCTHKA JIEKAPCTBEHHOTO MpernapaTa, UHCTPYKLHUIO 10 MEIULIUHCKOMY TPUMEHEHUIO
(JIMCTOK-BKJIABII)).

4. Tlepuognvecku oOHOBIsIEMbI oTueT 1o 6e3omacHoctH (I1I0OB) wim
MOCTPETHCTPAIMOHHBIE UCCIIETOBAHIE O€30MIaCHOCTH, OTPAXKAIOIINE BHOCUMbBIC H3MEHEHUSI.

B.1.4 V3meHeHMs, 3aKIIFOYAIOIIAECS B 3HAYMMOM YcnoBus | TpeOyemas Bun
W3MEHEHUHU 00IIeN XapaKTEPUCTHKU JIOKYMEHTalusl | IpOoLEeaypbl
JIEKapCTBEHHOTO Iperapara BCJIeACTBUE HOBBIX
JTAHHBIX 10 KAYECTBY, TOKIMHUYECKUM,
KJIMHUYECKUM JAHHBIM WA JaHHBIM

dhapmakoHa3opa
Il

[Tpumeuanue: 3TO U3MEHEHHUE HE MPUMEHSETCSI, €CIIH
HOBBIE JAHHBIE MOJJaHbl B COOTBETCTBUU
¢ u3menenueM B.1.13. B takux ciydasx
M3MEHEHHE O0IIeH XapaKTepUCTUKU
JIEKapCTBEHHOT'O Ipemnapara,
MapKHUpPOBKH U MOMaaeT noa chepy
npuMeHeHus n3MeHenus B.1.13.

B.1.5 N3MeHeHue ycinoBui OTIIyCKa VYcnosus | Tpebyemas Bun

JIEKapCTBEHHOI' O IIpernapara JOKYMEHTAIUsl | mpornenypsl

a) 1 1,2 IB

Bocnpoun3BeieHHBIX/THOPHIHBIX/OH0aHATIOT MU HBIX
JIEKapCTBEHHBIX MPENapaToB MOCIIEe N3MEHEHHSI
YCJIOBUH OTITyCKa pe)epeHTHOro JeKapCTBEHHOTO

npernapara

6) MHble prunHbI N3MEHEHUs YCIOBUH OTITyCKa 1 2,3,4,5 I
Ycnosus

1. bezonacHOCTh NPUMEHEHUS Tpenapara JOJKHA COXPAHATHCS

JloxyMeHTanus

1. ITonTBepk1eHNE N3MEHEHHUSI YCIIOBHM OTITyCKa pe)epeHTHOTO JIEKapCTBEHHOTO TIpemnapara,
MIPUIIOKEHHOE K COTIPOBOAUTEIBHOMY MMUCHhMY 3asBJICHHS O BHECEHUH N3MEHEHHH.

2. [lepecmoTpenHas nHpopmalus o JIeKapcTBEHHOM IpenapaTe (0OHOBJIEHHas 001mas
XapaKTepUCTHKA JIEKApCTBEHHOTO Mpenapara, HHCTPYKIHS 110 MEUIIMHCKOMY PUMEHEHUIO
(JIMCTOK-BKJIA/IBIII), MAPKHPOBKA).

3.00bscHEHNS TPUYMHBI U3MEHEHUS YCIOBH OTITyCKa U 3asBJIIEHUE TOTO, YTO 0€30MacHOCTh
MPUMEHEHHS TTperiapara COXpaHseTcs.

4.JlaHHbIe KIIMHUYECKUX MCCIIEIOBAHUMN, TOCTPETUCTPAILIMOHHBIX UCCIIE0BAHUI; JaHHbIE
(dhapmakoHaa3opa.

5. JIoKyMeHT, OITBEPKAAIOLINI H3MEHEHHE YCIOBUHM OTIYCKa B CTpaHe-IIPOM3BOAUTENS (OT
PEryJIsTOPHOTO OpPraHa).

B.I. 6 U3menenue(s1) mokazanusi(i) kK npumenenuto | Ycnosus | TpeOyemas Bun
JOKYMEHTAIUs | npoueaypsbl




a) BxiroueHne HOBOTO MOKa3aHUs K MPUMEHEHHUIO | 2 1,2, 3 |
WM U3MEHEHHE paHee 0100pEHHOT0

6) McxiroueHne noka3anus K IpUMEHEHHUIO 1 1,2 IB

VcaoBus

1. bezonacHOCTh MpUMEHEHUS TIpenapara J0JKHA COXPAHATHCS U MOATBEPKAATHCS TaHHBIMU
PETPOCIIEKTUBHBIX HCCIICOBAHUHN, KIIMHUYECKON 0€301IaCHOCTH M Ka4eCTBa.

2. be3zonacHOCTh MpUMEHEHUS MIpenapara JI0JKHA COXPAHITHCS U TOITBEPKAATHCS JAHHBIMU
KIIMHAYECKUX UCCIIEOBAaHUHN, KIMHUICCKON Oe30macHOCTH. J10IKHBI OBITh TIPEICTABICHBI NX
MIOATBEPIKJICHHUS.

JloxyMeHTanus

1.00BsicHeHNS PUYHHBI YAAICHUS WM J0OABICHUS MMOKA3aHUS U 3asIBJICHUE TOTO, YTO
0€301acHOCTh MPUMEHECHHS TPOYKTa COXPaHIETC.

2. OGHoOBIIeHHAs 00IIast XapaKTePUCTUKA JICKApPCTBEHHOTO Mpenapara, HHCTPYKIIHS 110
MEIUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKIIA/IbIII).

3. laHHbIC KIMHUYECKUX MCCIIEIOBAHNN, TOCTPETUCTPAIIMOHHBIX UCCIICIOBAHUI; IaHHbBIC
(hapmakoHaa30pa.

[Ipumeuyanue Ecin noGaBieHne Wik H3MEHEHNE
MOKA3aHUs K MPUMECHEHHIO MPOUCXOIUT
BCJICJICTBUC PeAIM3AIINN 3aKITFOUYCHUS
9KCIIEPTHOTO KOMUTETA MITH H3MCHECHHIA
nH(pOpMaIUU O JIEKAPCTBEHHOM
npenapare
BOCITPOM3BEICHHOTO/THOPHTHOTO/
OMOaHAIOTHYHOTO JIEKAPCTBCHHOTO
rpenapara 1mocje 3KCIepTH3bl TOTO JKe
WU3MEHEHUS pePEePEHTHOrO
JIEKapCTBEHHOTO Mpemnapara,
npuMensitotcest usmeHenus B.1.1 u B.1.2

COOTBETCTBEHHO.

B.1.7 Ucknrouenue: VYcnosus | Tpebyemas [Ipouenypa
JIOKYMEHTaIlUsI

a) JIGKapCTBEHHOM (POPMBI 1,2 IB

0) TO3UPOBKH 1,2 IB

JloxymMeHTanus

1. dexnapanus, uTo ocTaBas(ue)cst popma(bl) BbIITyCKa 10CTATOYHA(bI) JJIs BHIIOJHEHUS
pEeKOMEHAALNH 110 T03UPOBAHUIO U TUTEIBHOCTH JIEUEHHUS, OTUCAHHBIX B OOLIEH
XapaKTepUCTHKE JIEKAPCTBEHHOTO Mpernapara.

2. IlepecmoTpeHHast uHGOpMAIHs O JIEKAPCTBEHHOM Ipenapare.

[Tpumeuanue Ecnu paccmarpuBaemas iekapcTBeHHAS
dbopMa miu 103UpOBKa ObLIa
3aperucTpUpoBaHa B BUJE OTAEIHHOTO
JIEKapCTBEHHOT O Mpernapara, TO
HCKJIFOYEHHE TAKOW JIEKapCTBEHHOU
(GbOpMBI MU TO3UPOBKH OyJI€T CUUTATHCS
HE BHECEHHEM W3MEHEHUH, a U3bSITHEM
13 0OpaIeHus.

B.1. 8 Beenenue nin uzaMeHeHue pesome cucrtemsl | Ycnosus | Tpebyemas Bun
(dbapMakoHa30pa JIEKAPCTBEHHOTO Mpernapara Juis JOKYMEHTAIUs | IpOLeTyphl
MEJTUIIMHCKOTO TpUMeHEeHUs (*)

a) Beenenue pesrome cuctemMsl papMakoHaa30pa, 1,2 1A
M3MEHEHHUH KBATH(PUIMPOBAHHOTO JIUIA 10




(hapmakoHa30py (BKIIOYask KOHTAKTHYIO
nH(pOpMaInio) U (UM ) U3MEHEHUE
MECTOPaCIOJIOKeHUsI MacTep-Gaiiina CuCTEeMbI
dapmakonagzopa (nanee - MOCO)

JloxyMeHTanus

1. Pe3toMe cuctembl hapMakoHa[30pa MM OOHOBJICHUE 3HAUUMBIX JIEMEHTOB
(COOTBETCTBEHHO):

[TonTBepxIeHUE TOTO, YTO 3asIBUTEIh UMEET B CBOEM PACIIOPSDKEHUH KBATU(UITMPOBAHHOE
JIMIIO0, OTBETCTBEHHO 32 (JapMaKOHA30p, U YTBEPKACHUE, MTOANMCAHHOE 3asIBUTEIEM, UYTO
3asBUTEINb 00J1a1aeT HEOOXOAUMBIMHU CIIOCOOAMHU BBITTOJIHEHHS 3a/1a4 U 00s13aHHOCTEH B
COOTBETCTBHUH C YCTAHOBJICHHBIMU TPEOOBAHUAMH JICHCTBYIOIIETO 3aKOHOIATENILCTBA B cepe
oOpaInIeHus JIGKAPCTBEHHBIX CPEJICTB.

KonrakrHas nadopmaius kBamuupoBaHHOTO Juia mo ¢papmakonamzopy PK, B koTopsix
pacroyiaraercsi KBaIM(GUIUPOBAHHOE JIUIIO 110 PapMaKOHI30pPY U BBIIIOJIHICT CBOM 331aul
Mecropacnonoxenne MOCD

2. Homep MOCO (npu Hanmuuum)

[Ipumeuanue: JlaHHO€ N3MEHEHUE OXBATHIBACT
BBenenne MOCD nezaBUCHMO OT
HaJUYMS B TEXHUYECKOM 4acTu
peructpanroHHoro noche [logpodHoro
OTMCAHUs CUCTEMBI (hapMaKOHAI3/I0pA.
W3mMeHeHuss KOHTaKTHOTO JIMLA 110
(dhapmakoHaa30py, BKJIIOYasi KOHTAKTHYIO
uHpopmaruto (Homepa TenedoHOB U
(hakcoB, MMOYTOBBIN aJIPEC U apec
AIIEKTPOHHON MOYTHI) U U3MEHEHHUS
Mecropacnoioxenuss MOCO (ynuna,
rOpoJi, MHJIEKC, CTpaHa) I0MyCKaeTcs
OOHOBIIATH UCKITIOYUTEIIHHO
nocpeacTBoM Peectpa PecriyOnuku
Kazaxcran (6e3 HeoOX01uMOCTH
BHECEHUS] U3MEHEHMUIN).

Ecnu nepxatenb perucTpaiioHHOTO
YIOCTOBEpEHUs mpuderaer K
BO3MO>KHOCTH OOHOBJICHUS YIIOMSIHYTOU
BbIIIIe HH(GOPMAIIUU TTOCPEICTBOM
Peectpa Pecniybnuku Kazaxcran, oH
JIOJKEH yKa3aTh B PETUCTPALMOHHOM
JI0Ch€, UTO OOHOBIIEHHAs! HHGOpMaIUs
9TUX JIaHHBIX BKItoueHa B Peectp PK.

B.1. 9 N3MeHeHne cymecTBYOIIEN CUCTEMBI VYcnosus | Tpebyemas Bun
(apMakoHa30pa COrJIacHO MOAPOOHOMY JOKYMEHTAIUs | IpOILeTyphl
OTMCAHUIO CHCTEeMBI hapMaKoHaa30pa (zIajee -

I[TOCD)

a) M3aMeHeHne kBaaTu(UIIMPOBAHHOTO JIUIIA TI0 1 1 1A

(bapMakoHa 30py, U (MIM) KOHTAKTHOM
uHpopManuu, 1 (WIK) IpoLeaypbl
pe3epBUPOBAHUS

0) M3meHeHue 6a3bl JaHHBIX OC30MACHOCTH H 1,23 1 1A
(WIM) OCHOBHBIX KOHTPAKTHBIX COTJIAIICHUM B
1[eJISIX BBIOTHEHMsI (PapMaKOHaI30PHBIX




00s13aTeIBCTB U (WJIM) U3MEHEHUE MECTa
poBeieHUs apMaKOHA30PHOM e TETHbHOCTH

B) Unbie namenenus [IOCO, ve Bnusiomue Ha 1 1 1A
(HYHKIIMOHUPOBAHUE CUCTEMBI (hapMaKOHaI30pa
(Hanpumep, U3MEHEHUE MECTOTIOI0KEHHS
[JIABHOTO XpaHWJIUIIA/apX1UBa, aIMUHACTPATUBHBIE
W3MEHEHUs)

r) Buecenue nsmenenuii B [IOCO no pesynpratam | 4 1,2 1A
skcniepTussl [IOCD npyroro jnekapcTBEHHOTO
Mpernapara Toro ke jaepxarens PY

VYcnoBust

1. Cama cuctema papMakoHaA30pa HE U3MEHSIETCSL.

2. Cucrema 0a3bl JaHHBIX MPOIILIA MEPBUYHYIO IKCIIEPTH3Y (€CIIM TPUMEHHUMO ).

3. [lepeHoc naHHBIX U3 APYTUX cUCTEM 0a3 TaHHBIX BaJUAUPOBAH (€CIU MPUMEHHMO).
4. Te xe uzmenenus B [IOC® BBenieHbI /U1 BCEX JIEKAPCTBEHHBIX IPENAapaToB TOTO ke
nepxatens PY (ogunakoBas okonyarensHasi Bepcus [IOCD).

JloxyMeHTanus

1. Ilocnennss Bepeus [IOCD u, ecnu npruMeHUMO, MTOCIIEAHSS BEpCUs IIpenapaTt-
crenupuiHoro AonoaHeHus. OHU JOHKHBI B OTHOIICHUU U3MEHEHUS KBaTH(UIIIPOBAHHOTO
muna mo GapMaKoHaI30py BKIIOYATH a) KPaTKyro Onorpaduio HOBOro KBATH()HUIIMPOBAHHOTO
nuna no ¢papMakoHaa30py, 0) HOBOE MOJOKEHHUE JIepKaTeNsl U KBATU(DUIIMPOBAHHOTO JIUIIA 10
(hapmakoHaa30py 00 MX CIOCOOHOCTH M IMYTSIX YBEJIOMIICHHS O HE)KEIATCIBHBIX PEAKIIHSIX,
MOJNKCAHHOE HOBBIM KBAJIM(DUIIMPOBAHHBIM JIUIIO 1O (hapMaKOHAI30py U JAepKaTesieM, U
OTpa)karolllee OCTaIbHbIEC BBITEKAIOIINE U3MEHEHUS, HAIPUMED, B OPTaHU3ALIMOHHON CXEME.
Ecnu kBanudunupoanHoe nuio no ¢papmMakoHaa30py U (WiIKM) KOHTaKTHAS HHPOpMAIUI
KBaJIM(DUIIMPOBAHHOTO JIMIIA IO (papMaKoOHaA30py U3HAUaIbHO He ObuIN BKItoueHb! B [IOCD
w [TOCO He cymecTByeT, nogava nepecmorpenHoro [IOCO ne Tpedyercs, HEOOXO0IUMO
MIPEICTaBUTh TOJIBKO (OPMY 3asBIICHUS.

2. Cchlika Ha 3asBICHHE/TIPOLEAYPY U JIEKAPCTBEHHBIN Ipenapat, B OTHOILEHUH KOTOPOTro
M3MEHEHHUs ObLIIN 0JJOOPEHBI.

B.I. 10 M3menenue yacToTsl ¥ (WiK) aathl nogauu | Ycnosus | TpeOyemas Bun
HEPUOINYECKOr0 0TYEeTa 10 O€30MaCHOCTH JOKYMEHTAIUs | mpouexypsl
(ITOOB) nexapcTBEHHBIX MPENAPATOB IS
MEJIUIMHCKOTO IPUMEHEHMS

1 1,2 1A

VYceaoBus
1. 3menenue yacTothl U (vuin) aatel mogaun [1Ob corinacoBaHo HalIMOHAILHBIM
YIIOJJTHOMOYEHHBIM OPTaHOM.

JloxyMeHTanus

1. IIpniio’keHHOE K CONTPOBOAUTEIBLHOMY MUCbMY 3asIBIIEHUS O BHECEHUH U3MEHEHUM: CChUIKA
Ha COTJIAllICHUE YITOJIHOMOYEHHOIO OpraHa.

2. IlepecmoTrpenHas yactoTa 1 (nin) gara nogadu [1100B5.

[Ipumeuanue JTAaHHOE U3MEHEHHE PUMEHSIETCS, JINIIb
eciu nuka [10b ykaszan B
PETUCTPALIMOHHOM JIOChE CIIOCOOaMH,
OTJIMYHBIMU OT YKa3aHUS CCBUIKU Ha
IIepevYeHb OTYETHBIX JaT, U IPU
HeoOxoaumocTH nogaun [10b.

B.1.11 Benenue nnm u3mMeHenust 00s3atenbetB U | YcenoBus | Tpebyemas Bun
yCJ'IOBI/Iﬁ perucTpanvu, BKIro4as rnjiaH JOKYMCHTAIUA nmpoucaypsl
yIpaBlIeHUs] pUCKaAMH




a) Peanmm3anus popMynupoBKH, COTIIACOBAHHOM C
YIIOJHOMOYCHHBIM OpraHOM

0) Peanu3zanus u3MeHeHHi, TpeOyomux
MpeCTaBICHHS JepkareneM PY HOBBIX
JIOTIOJTHUTEIHHBIX JIAHHBIX, HYKJIAIOLTUXCS B
AKCIEPTU3E YITOJTHOMOYEHHBIM OpraHoM (*)

YciaoBus

1. U3meHeHue peanusyer IeicTBUE, 3aTpeOOBAHHOE YIIOJIHOMOYEHHBIM OpPTraHOM, U HE
TpeOyeT Mmoiauu TOMOJTHUTEIBHBIX CBEACHHN U (VITH) NalbHEHUIIEH SKCIIEPTU3HIL.

JloxyMeHTanus

1. IIpriio’keHHOE K COITPOBOAUTEILHOMY MMUCbMY 3asBJIEHUSI O BHECEHUU U3MEHEHUI: CChUIKa
Ha COOTBETCTBYIOIEE PELICHUE YIIOJTHOMOYEHHOIO OPIaHa.
2. IlepecmoTpenHas nHGoOpMaIys O JIEKApCTBEHHOM Ipenapare.

[Ipumeuyanue

3TO U3MEHEHUE OXBATHIBAET JIUIIIb
CUTYAIIMIO, B KOTOPOH BBOJMMOE
M3MEHEHHE 3aTparuBaeT
UCKITIOYUTENIBHO YCIOBUS U (W)
00s3aTeNbCTBA PETUCTPALIUU, BKIIIOYAs
TUTaH YIPABJICHHUS PUCKAMHU U YCIIOBHS U
(unm) o0s13aTenbCTBAa PErUCTpaLMi IpU
UCKJTFOUUTEIIbHBIX 00CTOSTEIbCTBAX U
YCJIOBHOW PErUCTPaLlHH.

*)

BBEJICHUE IJIaHA YIIPABJICHUS PUCKAMU,
3aTpeOOBaHHOE YIIOJTHOMOYEHHBIM
OpraHom, Bceraa Tpedyer
CYIIECTBEHHOU 3KCIEPTU3BI.

B.1. 12 BxitoueHue uim UCKIOYEHUE YEPHOTO
CHUMBOJIa WJIN MOSICHUTEIBHBIX YKa3aHUH B
OTHOILIEHUH JIEKapCTBEHHBIX MPENapaToB,
BXOJSIINX B IMEPEUYCHB JICKAPCTBEHHBIX
MpenaparoB, MNOAJIEKAUTUX TONOJIHUTETEHOMY
MOHUTOPUHTY

Ycnosus | TpeOyemas Bun
JIOKYMEHTAIUsl | MPOIeTypPhI

1 1,2 1A

YcaoBus

1. JIekapcTBEHHBIN ITpenapaT BKIOYEH WK UCKIIOUEH U3 MEPEYHS JICKAPCTBEHHBIX
MIpPemnapaToB, MOANEKANTUX JOTMOTHUTEILHOMY MOHUTOPUHTY (COOTBETCTBEHHO).

JloxyMeHTanus

1. IIpniio’k€HHOE K COITPOBOAMTEILHOMY MUChMY 3asBJIEHUS O BHECEHUU U3MEHEHMI: CChUIKA
Ha TIepevYeHb JIEKapCTBEHHBIX MPENapaToB, MOJIeKAIINUX TOTOTHUTEIbHOMY MOHUTOPUHTY.
2. [lepecmoTpenHas nH(OpMAIH O JIEKapCTBEHHOM MpenapaTe (0OHOBIEHHas 001ast
XapaKTEepUCTHKA JIEKAPCTBEHHOTO MpenapaTa, UHCTPYKLUS [0 METUIIUHCKOMY IIPUMEHEHHUIO

(JTMCTOK-BKJIAIBII)).

[Ipumeuanue

JTAHHOE N3MCHEHNE OXBAThIBACT
CUTYaII1IO, TPU KOTOPOU BKITFOUECHUE
WJTH MCKITIOUEHUE YePHOTO CUMBOJIA WITH
MOSICHUTENbHBIX YKa3aHUH HE
MIPOU3BOJIUTCS B paMKax JPYrou
PETYIATOPHON MpoIenyphl (Hampumep,
IpOIIeTypBI POIJICHUS WIIK N3MEHEHUS,
3arparuBaroieil ”HHOPMAITUIO O
JIEKAPCTBEHHOM IIperapare).




B.I. 13 ITpounie u3amMeHeHus1, HE ONTMCAHHbBIE B
JpYTUX pa3jenax HacTodlero JlonoaHenus,
BKJIIOYAIOIIUX [10a4Yy UCCIIeI0OBaHUI
YIIOJIHOMOYEHHOMY oprany (*)

Ycnosus | Tpebyemas Bun
JOKYMCHTAIUA nmpoucaypsl

[Ipumeuanue

€CJI IKCIEPTU3a YIOTHOMOYEHHBIM
OpraHOM TOJIaHHBIX JIAaHHBIX MPUBOJUT K
M3MEHEHHUIO 0011el XapaKTepUCTUKH
JIEKapCTBEHHOI'0 IIpernapara,
MapKUPOBKH, TAaHHBIM U3MEHEHUEM
OXBaTBIBAIOTCS COOTBETCTBYIOIIUE
MOMPaBKH K 00IIel XapaKTepUCTUKE
JIEKapCTBEHHOI'0 IIpernapara,
MapKUPOBKE.

*)

JlaHHO€ N3MEHEHNE HE MPUMEHSETCS K
W3MEHEHUSM, KOTOPbIC ITPUHSITHI B
KadecTBe n3MeHeHui 1B tuma mo
YMOJIYaHUIO B COOTBETCTBUU C JIFOOBIM
JIPYTUM Pa3J€JI0M HACTOAIIETO
JlonoaHEHHUS.




