AO «-AKPHXHH» SOP001790
1SC «AKRIKHINY

PA3PEIIEHHME HA PEAJTA3AIIMIO Ne 2482-2021
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHHWE NMPOJAYKUHWH I'TL: JIMAKAPE® TABJIETKH 250 MI™ Ne30
FINAL PRODUCT NAME:

MEKIYHAPOIHOE HEMATEHTOBAHHOE AuerasonamMHI
HAMUMEHOBAHHE:
INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 290621
BATCH No:

KOOI MPOAYKTATTL: DCRB-1500-000
FINAL PRODUCT CODE:

YNNAKOBKA: 10 WT. - yNaKOBKH A4EHKOBBIE KOHTYPHBIE (3) - Na4KH KapTOHHBIC
ENVELOPE:

IrOJAEH 10: 01.06.2023
EXPIRY DATE:

OBBEM NMOJYYEHHOH NPOAYKUIHH 16.691 TBIC YITAK
(YITAKOBKH):

FINAL QUANTITY (UNITS):

PETMCTPAIIMOHHOE YIOCTOBEPEHHE: JITT-003122
MARKETING AUTHORIZATION Na:

HAUMEHOBAHMUE U AJJIPEC JIEPKATEJIA AO "AKPUXHMH" RU, 142450, Mockosckas o6n., r. Crapas
PETMCTPALIMOHHOI'O YAOCTOBEPEHHA: Kynasna, yn. Kupoea 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAWMEHOBAHME U AJIPEC TTIPOU3BOJAMTEJIA AO "AKPUXUH" [Poccus] Mockosckas 06n., HoruHekHH p-H,
(BBINMYCKAIOWHWH KOHTPOJIb KAYECTBA): r.Crapas Kynasua, yn.Kuposa, 1.29

NAME AND ADDRESS OF MANUFACTURER (RELEASE

QUALITY CONTROL):

NHO®OPMALIAA OB HCTOJIb3YEMBIX A®C/HH-BAJIK NMPOAYKIHUH
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:

ON USED IN PRODUCTION:
KO A®C/MH-BAJIK HAHUMEHOBAHHWE A®C/HH- NMPOUIBOUTEL ADC/ CTPAHA IPOV3BOIUTEJA
NMPOOYKIIHHA: BAJIK ITPOXYKIIMH: UH-BAJIK TPOAYKLHAH: A®C/ HH-BAJIK TTPOXYKLIHH:
API/ IN-BULK CODE: API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
CQUNTRY:
SDCB-0001-280 ALUETA3OJIAMH]] Pharmaceutical Works Polpharma | Poland
S. A,

JlanHan cepusi GhUIZ NPOM3BEJEH3, BKIAKYAH YNAKOBKY H KOHTPOIEL KawecTsa, Ha BLIMIEYKA3aHHOH TIPOUIBOJCTBEHHOMH
I0MAKe B MOJIHOM COOTBETCTBHH ¢ TpeGosanuamu cGMP uenesoro phinKa H perHcTpauHoHHO T0KyMeHTaUHer.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
¢GMP requirements of the intended market and with the Marketing Authorisation.

Tpou3BOACTBO CEPHH, YNAKOBKA H aHAJIH3bI 6bLTH NpoBepeHbl H MPH3HAHEI COOTBETCTBYOMHMH ¢GMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KauecTso NPOAYKTA COOTBETCTBYeT TpeGoBanUAM J-003122-200716, Wam, Ne 1,2, 3
The quality of the product conforms to the Specification

HacTosHM NOATBEPAAAI0, YTO BbIIIEYKA3aHHAN CePHHA pa3pelleHa K peaiH3allH
T hereby certify that the above mentioned batch is released to the market.

YnonaHomMoueHHOE IHLIO 1{. A T'pauepa EM. Tpukas Ne 431 o7 30.04.2021 [ata: 02 ABT 202

Qe Name Order Date
JlaTa BbINYCKaE: 02.08.2021 16:25:57

[laTa pacneyaTku: 02.08.2021 16:42:36

Pacneyaran: JIT. Jleontbena

Nuecr 1 ma 1




£) aKpuXxuH

e nabamTcR o fag [ara sbinycka: 2021-07-20
[ata pacnedarTku. 2021-07-20
LLEHTP KOHTPONA KAYECTBA Crpanuua:l 1/5
AO «AKPUXUH»
CeptuduKar aHanu3a Al Ne: 520 9878

MpogyKT: OVNAKAPE® TABNETKM 250 M Ne30
MHaeke: DCRB-1500-000 CpoK roaHocTu: 2023-06-01
Ne cepuu: 290621
Obvem cepuni. 16.691 ThiC YMAK [laTa Nnpou3BoACTBa: 2021-06-20

[ata aHanuia:

2021-07-15

Pe3aynbTaTbi MCMbITaHUA

HavmeHOBaHMe NoKasaTtena

TpebosaHmA HOPMaTHBHOM LOKYMEHTALUN

PesynbTatsl MenbITaHWi

Onucasue

MoanuHHOCTb 1

Kpyrnole ANOCKOUMMMHApUYECKIe TabneTkn
6enoro N Henoro ¢ KenTrosaTbiM wnu
cepoBaTbiM OTTEHKOM UBETa. C hackon v
PUCKOM

Kpyrnole
NAOCKCLMNUHApUYECKHE
tabneTkn 6enoro ¢
KerTToBaThiM OTTEHKOM
ypeTa, ¢ hackol 1 pUCcKoi

BpeMs yAEPHMBAHWA OCHOBHOIC MUK Ha
xpoMaTarpamme NCnelTyemora pactaopa
NOMKHO COCTBRTCTBOBATE BPEMEHU
YAEPKVUBAHUA OCHOBHOTO Mika Ha
xpomaTorpamMme pacTeopa cO
auyeTascnamuiaa (pasgen "KonuuecTBEHHCE
onpeaeneHve”)

MoanvHHOCTL 2

KavecTBeHHan peakUua C pacTBOPOM MEDN
(1) cynohata. Measnexne

MoAsnexne

Bpems yaepxnsaHua
OCHOBHOrO NWKa Ha
xpomaTorpamme
UCMbITYEMGro pacTeopa
cooTBeTCTRYST BpeMeHu
YAepKUBAHUA OCHOBHOIO
nuKa Ha xpoMaTorpamMme
pacrsopa CO
auerasonamuaa

ronyBosaTo-3eneHoro

OAHOPOAHOCTL
nosvposanua 1 [%]

renyboBaTo-3eNeHOTO OKPaLINBatna unu OKPaLINBAHUA
ocaaka
AV 10 eanHuy s L1, rpe L1=15,0% 3.0%

QOHOPOAHOCTE
po3uposarua 2 (%]

AV10 epuHiy > L1, TO AV 30 eauHuy = LT 0
ace 3HaueHuR Xi yAOBNeTBOPAOT
HepasexcTay |M-xi[<0.01 L2-M: rae L1=150
%, L2=25,0 %

He npuMeHiMo

PacTBOpeHue 1

Cragwa . He menee 75 % (Q) 3a 60 MuH

95 %




LY aKpuxuH

Flcon SRS £ P [Oata seinycxa: 2021-07-20
[ata pacnevarsu: 2021-G7-20
UEHTP KOHTPOANA KAYECTBA CrpanHuua: 2i5

AQ «AKPUXUH»
Ceptudmrar ananuza Al Ne: 520 9878

NpoaykT: JMAKAPBI TABMETKY 250 M Ne30
Angexc: DCRB-1500-000 CpoK rOAHOCTH! 2023-06-01
Ne cepuu: 200621

PeaynbTaTbl MCNbITAHKMNA

HaumeHoBaH1e NoKasaTens TpeBosaH#a HOPMATHEHOR QOKYMEHTALUWM PesyneTaThl wensITaHmi
PacTBopeHue 2 Cranus Il He mexee Q = 75 % 3a 60 MuH He npumenumo
PacreopeHue 3 Cragwa ll. He menee Q = 75 % 3a 60 muH He npuMariumMo

PoacTBeHHbIe NpuMecit | Mobas eauuuuLas npumecs - He Bonee 1.0 | 0.1 %
%

PoacTeeHHbIe NpruMeck 2 CyMMaproe cojepxatie npuMmecen - He 0.1 %
Honee 1.5 %

Ofulee uncno aspobisix He 6onee 10°3 KOEB 11 CooTvmercTayer

MIKPOOPraHi3mos [r] TpeboBaHUAM

OBblLee Yncro aposokesex | He Bonee 10°2 KOE s 1 r CocTteercrsyer

¥ nnecHeBsx ruibos [r] TReboBaHHAM

Escherichiacalis 11 Otcyrcreyer B 1 r OTcyrteteve

KonuJvecTseHHoe Copepkakve aleTazonamMuaa B oaHon 250.3 mr

onpeaenenue [Mr] Tabnete - or 237.5 mr fo 262.5 wr

Ynakoska Mo 10 TabreTox & KCHTYPHYIO SYSRKOBYH Mo 10 Tabretox B
YREKOBKY W2 MNSHKA NOMABMHUAXNOPUAHON KOHTYPHOW A4EKOBOU
1 honbrt aroMURMeBOn. 3 KOHTYPHbIE YNaKoBKe u3 NieHKu
AVEIKOBBIE YNAKOBKIA BMECTE C MHCTPYKUMEN | NONUBURNIXNOPUAHONR it
N0 NPVMEHEHIND NOMELLAIOT B Madky 13 donbri anoMuHreson. 3
KaptoHa KOHTYpPHbI® AYEAKOBbIE

yNaKkoBku BMECTe ¢
MHCTPYKUYWen no
NpUMEHEHWIO NOMELLeHb! B
Nayky U3 KapToHa




£€) aKpUXUuH

T G TN ¢ oA [LaTa ssinycxa: 2021-07-20
[ata pacnevatku: 2021-07-20
LIEHTP KORTPCAR KAYECTBA Crpanuua: 315
AOQ «AKPUXUH»
Ceptudukar ananusa Al Ne: 520 9878

MpoayKT: ANAKAPE® TABNETKA 250 MM Ne30
HUHaeKc: DCRB-1500-000 Cpox roAHOCTH. 2023-06-01
Ne cepuu: 290621

Pe3ynbTaTbl UCNbITAHUA

HanmeHoBarWe NoKa3aTens

TpeBosanus HOPMETUBHON AOKYMEHTAUHM

PesynbTaTbl ACNbITAHKA

MapkupoBka 1

MepBUHHAan yNakoBka (KOHTYPHAs AYeNKOBas
yNaKkoBKa). Ha KOHTypHOW AYenkoson
YNaKoBKe YKasblBaKT TOBapHbIN 3HaK
NpeanpUATUR-NPOUIBOANTENA, TOProsoe
HauMeHoBaHWe npenapaTta ¢
npeavnpeANTENLHGA MaPKIPOBKON &,
nexapcTeeHHyro (hopMy. AO3MPOBKY. HOMEP
CEepUN, CPOK TOAHCCTH

MepBryHanA YNaKoBKa
{kOHTYpHas AYenkeBan
ynakoBkaj. Ha KoHTYpHO!
AMENKOBOW YNaKkoBKe
yKa3aHei TOBapHbIl 3HaK
NpeanpUATUA-NPOU3BOANT
ens, Toprosce
HavumeHoBaHWe npenapata
C npeaynpeavTenbHON
MapxupoBKon ®,
nexapcTBeHHas hopma,
AO3WPOBKA, HOMED Cepuu,
CPOK rOAHOCTY




)} aKPUXUH

e sebarTon ¢ Mo ,ﬂ,a’ra SbiNyCKa. 2021 '07-20
[ata pacneyaTiu: 2021-07-20
LEHTP KOHTPONA KAYECTBA Crpannua: 415
AQO «AKPUXWNH»
Ceprudumrar aHanusa Al No: 520 9878

MpogyKT: OVNAKAPE® TABNETKW 250 MIM Ne30
Urgekc: DCRB-1500-000 Cpok roAHOCTH: 2023-06-01
Ne cepuu: 200621

Pe3ynbTaThl MCNbITAHMA

HaumeHoBaHue NoKasaTtesna

TpeBoBaHus HOPMATUBHOR AOKYMEHTaLWA

PesynbTatsl UCMbITaHHNA

Mapkuposka 2

BropwuHas ynaxkoBka {kapTorHan nauka). Ha
Nayvke yKkasolBarT
npeanpUATUe-UIroTOBUTENbL, €ro TOBapHBIA
3HaK, agpec, Tenedior/thakc, Toproeae
HauMEHOBaHWe Npenaparta ¢
npeaynpeanTEnsHON MapKipoBKon @,
MeNAYHapOAHOE HenaTeHToBaHHOe
HauMeHoBaHUe, NeKapcTBEHHY hopMY,
OO3UPOBKY, HA3BaHWe 1 coaepXaHne
OeWCTBYIOWErc BeluecTsa B oaHon Tabnetrke
8 MUNAUTPaMMaXx, KoNUecTso TabneTok 8
COHOW YNAKoBKe, YCIOBUA XpaHEHUA,
ycnosua otnycka, "[na npuema sHyTpe", "
XpakuTb B HEAOCTYNHOM ANS AeTel mecTe’,
perncTpauiorHHbid HoMep.,
chapmakoTepaneeTudeckyto rpynny, ‘lMepen
NPUMEHEHWeM O3HAKOMUTBLCA C MHCTPYKUWEN
" HOMER Cepri, CPOK FGAHOCTH W WTPWUXOBOW
Kofl. JononHuTensHo MOryT DolTe HaHECEHb!
cpeacTsa uaeHTUbUKa

BropuyHan ynakoeka
(kapToHHasn nauxa). Ha
nauke yKasaHol
npegnpuaTUe-uaraTeBuren
b. €ro TOBapHbIK 3HaK,
anpec, Tenedon/haxc,
TOProBoe HauMeHoBaHue
npenapara ¢
npeaynpeanTencHon
Mapkuposkow &,
MexayHapoaHoe
HENATEeHTOBAHHOE
HavMeHoBaHue,
nexapcTeeHHan popma.
[O3MPOBKA, HA3BaHUE W
coaepxaHue
AenCcTByoUero sewecTaa
B ogHon TabneTke B
MURNUrpamMmMax,
KonuyecTso TabneTok B
OfHCH YyNakoBKe, YCNoBWus
XpaHeHns, yCrnoBvA
otnycka, "[na npremMa
BHYTPL", "XpaHuTe B
HEAOCTYNHOM ANA AeTer
MecTe", perdcTpaunoHHbIn
HOMep,
dapMakoTepaneBTU4ecKkan
rpynna, "Mepep
npuMeHeHneM
O3HAKOMUTBCA C
WHCTRYKUMER" HoMEep
cepuu, CpoK roAHOCTH U
LWITPUXOBOWM KO,
JononsnTensHe HaHeCeHs!




€ akpuxuH

[LaTa Bbinycka: 2021-07-20
[arta pacnevarsu: 2021-07-20
LEHTP KOHTPO/A KAYECTBA CrpaHnua: 545

AO « AKPUXWH»
Ceptudmkar aHanusza Al Ne: 520 9878

MpoayKT: AVAKAPB® TABNETKW 250 MI™ Ne30
WHaeKe: DCRB-1500-000 CpoK roAHOCTH: 2023-06-01
Ne cepuu: 290621

PesynbTaTbl MCMbITAHUM

HaumeHoBaHNE NOKA3aTENR TpeboBaHua HOPMATUBHON AOKYMEHTALMK PeaynbTartsl MCNBITAHKA

cpeacTea uaeHTrdmKalmm

XpaHeHue Mou Temnepatype He Bolwe 25 ° C Mpw TeMnepaType He
apiwe 25 ° C
CpoK regHocTH 2roga 2rona

MenbiTanua BsinonHers no: J1M-003122-2007186, Nam. Ne 1, 2, 3
Homep PY (Per. ya.): JI11-003122

Per. yg. o1: 31.07.2020
3arnroueHue; cooteeTcrayet TpeboraHuam JIM-003122-200716, Mam. Ne 1, 2, 3

Mposepun

HadanbHuk JTIKKIT YepHoix 1.1,

tewtp
KOHTpONY
KayeciBa




