AstraZeneca

CepTudukar cepum 1eKapcrBeHHOIO cpeacTBa Ne

Toprosoe HanMeHOBaHMe
MHH

JlexapcrBenuas dopma
Hoaunpoeka

®opma BrInycka

Crpana umnoprep

Howmep u pata perncrpauuoHHOro
VIOCTOBEPEHUS

Homep HOpMaTUBHOI JOKYMEHTALINA
Kop npoaykTa

Howmep cepun

Honep cepun in bulk

O61pém cepum

Jarta npoussocTBa

T'opeH o

Howmep cepruduxara ananmsa

Haspawnwue, agpec u Homepa
NMHUEHINA BCex
IIPOU3BOJICTBEHHBIX MIONIALOK

(c yxasaHueM craguit
[TPOU3BOACTBA), MECT [IPOBEAEHUA
KOHTPO/A KayecTsa u
CepTMQHUKATLL COOTBETCTBUA
TpebOBaHMAM MPaBUIT Ha/IIeXKall[el
[POM3BONCTBEHHON TIPAKTUKN
EA2C gnsa Bcex nnouajiok

Koy popant: COM.QA.002.001

000 «Actpa3enexa Mupactpus»
249020, Kanyxckas o6,
Bopoeckuit paitox, sepesun Jobpuuo,

1-p1i1 BocTounbti npoess, Bnajgenne §

40000419722

Bpumuuta®
Tuxarpenop
TabneTKM, MOKPBIThIE UIEHOUHOM 000MOYKOH

90 Mmr

TabneTky, NOKpbIThIE IIeHouHo obomoukon, 90 mr (6mucrep)
14 x 12 (nauxa kapToHHan)

Poccuiickasa Qenepauns
NIT-Ne(006368)-(PI'-RU) nata perscrpaunu: 29.07.2024

NI1-Ne(006368)-(PT-RU)-290724
100012014

1540225
13533

2523 Y11

02.2025

01.2028

454 ot 29.04.2025

IIpouspogurens (Bce craguy npom3BoACcTBa) M BHITYCKAOLMI
konTponb Kayectsa: OO0 "Actpa3eneka Mugacrpnus",
Poccurickan Qegepanus, 249020, Kanyxckas 001, paiton
boposckuit, 1. [lobpuno, npoean 1-1t Bocrounsit, Bag. §
Howmep mauensun - /1012-00102-77/00010366

Homep GMP-ceprudukara - GMP/EAEU/RU/01350-2024
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000 «Actpadenexa Mijracrpus»
249020, Kanyxckas obn.,
Boposcknit paiott, iepesia NoGpuiio,

AstraZeneca

{-ptii Bocrounelii mpoess, BALICHIT 8

Cepruduxar cepus 1eKapcrBEHHOTO cpepcrBa N 40000419722

Hactosmmm A MOATBEPIKAAI0, YTO MPUBCACHIIAA ppite mHGOpMALUS ABISETCA [OCTOBEPHOI ¥ TOYHOM. Ira
cepusi IPORYKLMM IPOUIBEAELHA (sKjtIOUAs yUAKOBKY (MapKupOBKY) M KOHTPOADL KavecTna) Ha BLIMIEYKA3ALHOMN
npowfmop.a:'rrsemmﬁ mromajke (IOUAAKAX) B TIOMHOM cOOTBETCTBUM € TpeboBanmaMM 1lpasun HajieKaen
NpPOU3BOJICTBEHHON NPAKTUKM EBpasuiicKoro 3KOHOMUHECKOro co103a ¥ TpeGOBAHMAMK KOUTPOIA KavecTsa
/IeKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBUM CO ClienuuKamaAMH, cofiepIAUMMCH B PETUCTPANUOHHOM
joche. 3amucu MO TPOM3IBOUCTBY, yIaKoBKe ¥ alanusy HPOBEPEHDI, ¥ YCTAHOBCHO UK COOTBETCIBUE
TpeboBanuaM [lpasun HAICKAIeH npousnom:rne:moﬁ MPaKTHKK EBpasnﬁcmro 3KOHOMUYECKOTO COI03a.

VnonHomouenioe mo  PykoBoauTelb OOK u cobniopenus Tpebopanuit, [[ep6enko T.A. ”/;/” / ¢
Tomiiocts, GUO, nopmucy cJ{

Jlara 22.05.2025

Kopt popaia: COM.QADDZ.001 C‘i‘]:;nlll(rlﬂ 212




000 «Actpadenexa MHgacTpuay
249020, Kanyxckan obn.,

Boposckuit paiton, gepesns [oGpuro,
1-biit BocTouHBIA Npoeap, Bnagexve 8
Ten. +7 (48438) 261 00

dakc +7 (48438) 261 09

AstraZeneca

CEPTUOUKAT AHAJTU3A Ne 454

HaumeHosanve npogykTa: «BbpunwuTa®, TabneTin, NokpbIThie NNEHOYHOM 0bonoyko# S0 mr», Ne 168

Homep cepuu: 1540225
Konn4ecTteo B cepuu: 2523 yn.
[ara npouasogerea: 02.2025
lopeH no: 01.2028

WcnbiTakusa npovasenenbl B
COOTBETCTBUMU C:

N-Ne(006368) -(Pr-RU)-290724 «BpunuHTa®, TabneTku, NoKpITbie
nnéHoYron obonoukon, 90 Mr»

Dara HawmeHoBaHue nokasarenen

WUCNbLITaHUn

Tpe6oBaHust HOPMATUBHOM
[OoKyMeHTaLum

Peaynbrartbl ucnbiTasui

23.04.2025 -
29.04.2025

OnucaHue Kpyrneie, ABOAKOBLINYKbIE TabNeTky,
NOKPbITbie NNEHOYHON 060NOYKOW
KEATOro useta, ¢ rpasuposkor 80 T Ha

OHOWN CTOPOHE

Cooteetcreyer

WaeHTndukayma Bpema yaepXveanva OCHOB. NMUKE Ha
XpOMaTorpamMme UCnbITyeMoro
pacTBopa A0MKHO COOTBETCTBOBATL
BPEMEHU YAEPKMBAHWA NUKA
TUKarpenopa Ha xpoMaTorpamme
CTaHAapTHOrO pacTeopa.

Y®-cnekTp NornouieHMsa OCHOB. Nuka Ha
XpoMaTorpamMme UCnbITYEMOrg
pacTeopa A0MKeH COOTBETCTBOBATL
Y®-cnekTpy NornoLeHus OCHOB. nNuka
Ha XPOMaTOrpamMmme CTaHgapTHOro
pacraopa

MogTeepxaeHa

PacrteopeHue He meHee 70 %
(Q) ot
3a8BEHHOro
copepxaHua

Yyepes 45 MuH

Hopmebl CooTeeTtcTBYET

CpegHee
3HaJeHune

CootBeTcTBYET

HO

1 92.%

MakcumansHoe
3HaveHue

CootsetcrByer

HO

92 %




Dara HaumeHosaHue nokaaarenei Tpeboranus HopMaTUBHOM PesynbtaTthbl MCnbiTaHui
UCNbITaHUN AOKYMEeHTaLun
MuHuMansHoe Cooteercrryer 91 %
3Ha4eHne HA
Mukpo6uonoruyeckas uncrora | Obuee uicno He Gonee 10° Menee 10 KOEB 11
aopobHbIX KOEs1r
MUKPOOPraHuam
o8
Obuyee wucno He Gonee 102 Menee 10KOEB 11
OPOXOKEBbLIX W KOEs1r
NNecHeBbIX
rpubos
Escherichia cali OTtcyrcteuve He oBHapyxeHo
Escherichia colis
1r
OpHopogHocTb Ao3upoBanHbiX | Hopmbl Ona 10 TaGneTok CootseTcTayeT
enuHuL AV <= 15,0 unn
Ons 30 rabneTok
AV <= 15,0 npu
YCNOBUW, HYTO
0,75 M <= xi <=
1,25 M
Kputepwii Cooteercrayer 1.6
NpMeMIeMocTH, HO
AV
Konuuecteennoe onpegenenne| ot 95,0 % ao 105,0 % oT 3anBnexHoOro 99 % ot 3ansn.
KONU4ecTBa
Onucanve ynakosku Mo 14 Tabnerok B Bnuctepe ua CootBercTBYET
NpPo3paYyHoro HemnacTUULMPOBAHHOIQ
nonmsuHnnxnopuaa (MBX), nokpsitoro
MASHKON M3 NONMBUHUNMABHXNOPWAA
(MBAX), ¢ anioMUHneBoin honbroi ¢
TBEPAbIM NOKPLITUEM, NOKPLITOR
TepMocBapuBaemMbiM NakoM; no 12
61MCTEPOB C NUCTKOM-BKNBAbILLEM B
KapTOHHOW Nayke G KOHTPONeM Mepsoro
BCKPbITUS
Mapxuposka CootsetctByeT paageny 1.3.2 monyns CootBeTcTBYET**
1 *
Ycnosus xpaHeHus Mpw Temneparype He abiwe 30 °C CoorsetctByeT
Cpok roarocTu (cpok 3ropa Cooraetctayert

XpaHeHusn)

* Tpe6opanus HI ana nokasatens «MapKkupoBKay:

Ha Bnucrepe Ha pycckom s3bike YKa3bIBAKOT: :

TOProBog HaumeHOBaHMe npenapata ¢ npepynpeanTensHo MapkmupoeBkon . ®, / mexayHapogHoe
HEMNaTeHTOBaHHOR HAMMEHOB3HWE Ha PYCCKOM W aHITMACKOM  S3biKaX, A03VPOBKY, "AHM Hegenw,
COKPaWEHHOE HaMMEHOBaHWE PUAMYECKOTO NULA, Ha WMA KOTOPOrO ~BbIAAHO pervcTpaymoHHoe
YAOGTOBEPEHME Ha aHITINACKOM A3bike (AstraZeneca), HOMep Cepuu, ATy UCTeUeHNs CpOKa ronHocm
FLONGRHUTENLHO MOMYT HAHOCMTLCS 3aBOACKNE TEXHONOrMYECKIe KOAb! M CUMBONGI.

CEPTUGUKAT AHATIN3A Ne 454 213



3aknoueHue:

HomxuocTts

PykoBoautenb otaena KoHTpons Kadecrsa Akumora C.B.

Ha kapToHHO Nauke Ha PYCCKOM A3biKe YKA3bIBAKIT:

TOproeoe HavMeHoBaHWe npenapata C nNpeaynpeauTensHOM MapkupoBkoi ®, MexayHapogHoe
HENAaTeHTOBAHHO® HaUMEHOBAHWE Ha PYCCKOM U aHrNKIACKOM A3blKax, AO3UPOBKY, NEKapCTBEHHYIO
bopMy, HauMMeHOBAHWE W  CoaepKaHue [eficTBYIOLEro BeujecT8a B ogHol TabneTke,
npeaynpeanTtensHbie Haanuen: «CoagepkuT MaHHNTONY, «XpaHnTh B MECTax, HEAOCTYNHLIX AN AETeMy,
cnocoB npumeHeHns: «Cnocob NPUMEHEHMA: CM. MUCTOK-BKNaMbl», YCHOBUA XDaHEHWs, YCNOoBus
OTMyCka, KONM4ecTBo TabneTok B Mavke, nyTb BBEAEHUA: «[ns NpUeMa BHYTPby, NoroThn Aepxarens
PErMCTPaLMOHHONC YAOCTOBEPEHUA Ha aHrnMACKOM fsbike (AstraZeneca), HaumeHOBaHue W CTpaHy
Aepxarens perucTpauMoOHHOTO YOOCTOBEPEHWA, HauMeHoBaHue, MonHbii aapec, TenedoH, dakc
(PUpMbI-NPOU3BOAUTENSA, HOMEP CepuM, [AaTy NpOM3BOACTBA, AATy WMCTEHMEHUS CPOoKa TFOAHOCTY,
WTPUX-KOA, «BpuUnuHTa - TOBapHLIA 3HaK, COOCTBEHHOCTL TPyNNbl Komnauuid AcTpaldeHekar», 3Hak
KOMUpanTa KoMNaHuu.

HononHuTensHo  MOryT  HaHOCUTBCR  CPeACcTBA  MASHTUMKALMM  NEKapCTBEHHOTO npenapara
(rnoGanbHbiii MAEHTUDWVKALMOHHGIA HOMED TOProBOI eAMHULBI U MHAMBUAYANLHbIA CEPUAHBIA Homep
BTOPUYHON (NOTPEBMUTENLCKOM) Ynakosku AyGNuUPYIOTCA B BUAE YMTAEMOrO NEYATHOrO Tekcta) v apyrue
TexHu4eckue/mHopMaUVOoHHbIe KOO, CUMBOSbL.

** Pesynktar no nokazareno «Mapkuposkay:

Ha 6nucTtepe Ha PYCCKOM A3LIKE YKA3LIBAKOT:

TOproBOE HauMmEHOBaHWe npenapara C MpedynpeAuTensHot Mapkuposkoln ®, wmexayHapogHoe
HENATEHTOBAHHOE HauMEeHOBaHWE Ha PYCCKOM W aHrnuACKOM A3blkaX, [OO3UPOBKY, AHW Hepenu,
COKpaLleHHoe HauMeHOBaHWe PUANMECKOrO fiMUE, HAa WMA KOTOPOrO BbIAAHO PErMCTPALMOHHOS
YAOCTOBEPEHWE Ha aHrMUICKOM fisblke (AstraZeneca), HOMep Cepum, AaTy UCTEUEHMSA CPOKa FOAHOCTY.
HaHeceHk! 3aBoACKVE TEXHOMOTMYECKNE KO 1 CUMBONbI.

Ha KapTOHHOW Nayke Ha PyCCKOM A3biKe YKa3bIBAIOT:

TOproBoe HauWMeHoBaHWe npenapara C MpeaynpeanTensHOi MapkvupoBkoil ®, mexgyHapoaHoe
HENaTeHToBaHHOE HaMMEeHOBaHWe Ha PYCCKOM W aHITIMACKOM A3blKax, [O3MPOBKY, NEKapCTBEHHYIO
opMy, HaMMeHOBaHWE WM CcoOepKaHue AEfCTBYIOLEro BewecTBa B OAHOW  TabneTke,
npeaynpenuTensHoie Hannueu: « COQepXuT MaHHUToNY, «XpaHiTb B MECTax, HEQOCTYMNHbIX ANs AeTei,
€nocob npuMeHeHus: «Crnocob NpPUMEHEHWs: CM. NMCTOK-BKMAAbILL», YCNOBUSA XPaHEHUR, YCMOBMA
OTMyCKa, KONMUYecTBO TabNeTok B Nayke, NyTb BBEACHWUA: «[INA npuema BHYTPb», NOrOTUN AepKaTens
PErUCTPAUMOHHOIO YAOCTOBEPEHWA Ha aHrnuickoM sA3bike {AstraZeneca), HauMeHOBaHWe W CTpaHy
AepXxaTens perncTpauuoOHHOTO Y[OCTOBEPEHWA; HauMeHOBaHWe, NOMHbi aapec, TenedoM, dake
(bMpMbI-NpOM3BOAUTENA, HOMEP Cepuu, [aTy NPOW3BOACTBA, AaTy WCTEUYEHUS CPOKA FOAHOCTY,
WwTpux-kof, «bpunuHTa - TOBApHLIA 3HAK, COBCTBEHHOCTL rpynnbl KomnaHuin ActpaldeHeka», 3HaK
KOMMpamnTa KoMnaHwuu.,

HaHeceHsl cpeacTea uaeHTUMKaLMKM NekapcTBEHHOTo npenapara (rnoSanbHblii WOBHTU(DUKALNOHHBIN
HOMEP TOProBoOi eavHuUbl W WHAWBWMAYANbHLIA GEpPUIAHLIA HOMEP BTOPHUMHOM (noTpebuTensckoi)

YNaKoBKW AyOnupytoTCA B BUAE YMTAEMOrO NEYATHOMO TEKCTA) W APYTUe TEeXHUYECKNE/MHMOPMALMOHHbIE
KOObl, CUMBOSIBL,

Mpenapat «BpunuHTa®, Tabnetku, nokpsiThie NNEHOYHON 060no4koi 90 Mry», Ne 168 cepun 1540225
cooTBeTcTBYeT TpebosaHnam

JIN-Ne(006368) -(PI-RU)-290724 «BpununHTa®, Tabnertku, nokpbiThie NNEHOYHOM 0B0os0Ykoil, 90 Mry»

N0
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AstraZeneca

Cepruduxar cepuu neKapcTBEHHOIO cpefcrBa N

ToproBoe HalMeHOBaHue
MHH

Nexapcrsennan Gopma
Ho3upoBka

(opma BbINyCKa

Crpana umnoprep

Homep u fata perucrpauinoHHOro
YAOCTOBEPEHUA

Homep HopMaTuBHON AOKYMeHTamu
Kop npopyxra

Homep cepuu

Homep cepuu in bulk

O6pém cepun

Hata nponasogcrea

Topen o

Homep ceprudmxara aHanusa

Haspauue, agpec u Homepa
NMULIEH3HI Bcex
NPON3BOACTBEHHBIX IUIOLIAfOK

(¢ yxasaHueM cTaui
MIPOM3BOJCTBA), MECT NPOBeJleHNUA
KOHTPOAA KavecTBa 1
CepTUUKATLI COOTBETCTBUA
Tpe6GoBaHMAM NPaBMIT HafIeXallen
[IPOU3BOJICTREHHOM TIPAKTUKHM
EA3C pna scex nnomagok

Kog dpopmur: COM.QA.002.001

000 «Acrpa3encka Mupacrpuay
249020, Kany:xckan obn.,

Boposckuit paiton, nepesna [lobpuio,
1-pit BocTounblit npoesg, snagere 8

40000434640

Kpecrop®
PosyBacratux

TabNeTky, MOKPBITHIE IIEHOMHOI 06010YK0M
10 mr

TabneTky, NOKpbIThe IIEHOYHOMA obonouxon, 10 mr (6mucrep)
14 x 9 (nayxa KapTOHHAA)

Poceuiickas Pepepauys

JITT-Ne(003184)-(PI-RU) marta permcrpaumm: 14.09.2023, nara
BHecenus uamenenmit: 07.08.2024

JITT-Ne(003184)-(PT-RU)-121223
100004201

SV718

SV718

204064 VI

03.2025

02.2028

1241 o1 22.10.2025

[IpoussopcTso roToBoIt NekapcTBeHHOM Gopmel: AilIn3p
Qapmacerotukanc Mux, Iyspro-Puko/ IPR Pharmaceuticals Inc,
Puerto Rico

KAPP 188, Jlot 17, Can Ucuapo Mupacrpuan Ilapk, [10 1624,
Kanosanac, PR 00729, ITyspro-Puxo / Carr 188, Lote 17, San
Isidro Industrial Park, PO Box 1624, Canovanas, PR 00729,
Puerto Rico

Howmep nuuensun - 15822

Homep GMP-ceptudmkara -

UK GMP 15822 Insp GMP 15822/12983-0004

IlepsuyHan ymakoska: Actpa3enexa IOK /iumutep,
Benuxo6puranus/ AstraZeneca UK Limited, United Kingdom
Cunx Poyn Bustec ITapx, Makxnchung, Yemmp SK10 2NA,
Bemuko6puranua / Silk Road Business Park, Macclesfield,
Cheshire, SK10 2NA, United Kingdom

Homep muuenaun - 17901

Homep GMP-ceprudmkara -

UK MIA 17901 Insp GMP 17901/10117-0054
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000 «Acrpa3enexa Mijtacrpuay
249020, Kanyxcxaa o6n,

As-trazeneca Boposcxuit panon, gepesin Jobpuio,

1-piit Bocyouunui npoe, sayicHme §

Cepuduxar cepum nexapcrBeHHoOro cpepcrBa Ne 40000434640

Ynakosuuk/§acosuuk (BTropuuHas/TpeTuitasn yiakoska) u
BBIIYCKAIOWMIA KOHTPO/b KadecTsa: 00O "Acrpa3enexa
Wupactpus", Poceua, 249020, Kanysxckas o6, paiion
boponckuit, a. Jlobpuno, mpoesy 171 Bocrouuniit, sag. 8
Homep muuensum - J1012-00102-77/00010366

Homep GMP-ceprudukara - GMP/EAEU/RU/01350-2024

Hacrosmum a IIOATBEPIK/IAI0, YTO NpMBeJeHHas Bblule MHPOPMALMA ABIAETCH JOCTOBEPHON M TOYHOM. ITa
cepus HPOAyKUMH npoussejena (BKIoYas ynakosKy (MapKMpoBKy) M KOHTPOIb KayecTBa) Ha BbIIICYKA3aHHOM
MPOM3BOACTBEHHON NNOLA/iKe (TIIOMAAKAX) B OMHOM COOTBETCTBUM C TpeGoBaHusMu IIpanun Hapmexameit
IIPOMSB()AC‘I‘BEHHOI;I NPAKTUKH EBP&BMﬁCKOi‘U IKOHOMMHMECKOIO COK3a H ':-peﬁosal-m;mu KORTPOJIA Kauecrsa
JICKAPCTBEHHDIX CPEACTB, & TAK)KE B COOTBTCTBMM CO CHELMPMKALMAMY, COREPHNKALIMMUCA B PEIUCTPAIIMOIIOM
AOCbE. 3aMuCH N0 NPOMIBOACIBY, YNAKOBKE Y AHANM3Y [POBEPelbl, ¥ YCTAHOBIEHO UX COOTBETCTBUE
TpeboBannam Lpanun Hagnexauteit MpOU3BOACTBEHHONM 1pakTMKM EBpasmiicKoro 9KOHOMMYECKOIO CoI03a.

Yuonnomouennoe nuuo  Pyxosogurens OOK ynakosiu, Kpacnosa T.B. .
Homxnocrs, ®UO, nognmcy 7

Hara 23.10.2025
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