AO «-AKPUXHH» SOP001790
JSC « AKRIKHIN»

PA3PEIIEHHUE HA PEAJTU3AIIMIO Ne 2492-2021
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHWE NMPOAYKIHUN I'MT: JUAKAPE® TABJTETKH 250 MT™ Ne30
FINAL PRODUCT NAME:

MEXIYHAPOJIHOE HENTATEHTOBAHHOE AueTasonaMua
HAUMEHOBAHHE:
INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUH: 320621
BATCH No:

KOO NMPOAYKTA I': DCRB-1500-000
FINAL PRODUCT CODE:

YMAKOBKA: 10 WT. - yNakoBKH A4eHKOBble KOHTYPHEIE (3) - MaYKH KAPTOHHEIE
ENVELOPE:

FOJEH 10: 01.06.2023
EXPIRY DATE:

OBBLEM NOJIYYEHHON NPOAYKINHN 16.767 TBIC YTIAK
(YITAKOBKH):

FINAL QUANTITY (UNITS):

PETHCTPALIHOHHOE Y1OCTOBEPEHHE: JI-003122
MARKETING AUTHORIZATION No:

HAHUMEHOBAHHE U AJAPEC JIEPXXATEJIA AO "AKPUXHH" RU, 142450, Mockosckas o6n., r. Crapas
PETHCTPAHHOHHOTI' O YIOCTOBEPEHHA: Kynasua, yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

HAUMEHOBAHHE H AJIPEC TIPOU3BOIHUTEJIA AQO "AKPUXHH" [Poccha] Mockosekas 06:1., HoruHckHit p-H,
(BBINMYCKAIOUHH KOHTPOJIb KAYECTBA): r.Crapas Kynaeua, yn.Kuposa, 1.29

NAME AND ADDRESS OF MANUFACTURER (RELEASE

QUALITY CONTROL):

HHO®OPMAILIWA OF HCITOJIb3YEMBIX A®C/UMH-BAJIK MPOAYKIIHH
API/ IN-BULK _PRODUCTION USED IN PRODUCTION/:

KO A®C/HMH-BAJIK HAWMEHOBAHHE A®C/UH- MPOU3BOJUTEJIE ADC/ CTPAHA ITPOU3IBOAHUTEJA
MPOOAYKIHUMH: BAJIK NPOIYKIIHH: HH-BAJIK [TPOOYKLHH: A®C/ UH-BAJIK ITPOAYKUUH:
APT/ IN-BULK CODE: API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/IN-BULK MANUFACTURER
COUNTRY:
SDCB-0001-280 AUETA30JJAMMI Pharmaceutical Works Polpharma Poland
S. A,

llannan cepua 6blNa nponsBeleHa, BKAIOYAS YMAKOBKY M KOHTPOJb KAYeCTBA, HA BhIMIeyKa3aWHOW MpPOH3BOICTBEHHOM
N0 A/IKE B NOJHOM COOTBETCTBHH ¢ Tpebosanuamn cGMP ueneBoro poiHKa ¥ perHCTPaUHOHHOR 10KYMeHTauHe.

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

TlpousBoacTBO cepuH, yNaKoBKa W AHATH3LI GLUTH IPOBEPEHL! W NPH3HAHLI COOTBETCTBY oM HMH cGMP,

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

Ka4ecTso npoayxTa cooTBercrByeT TpeGoBanunm JI1-003122-200716, Wam, Ne 1,2. 3

The quality of the product conforms to the Specification

Hacrosmum noaTsep#aaio, YTo BLIEYKA3AHHAS CEPUA PajpelleHa K peaiusauuu
I hereby certify that the above mentioned batch is released to the market.

"

YnonHoMo4eHHOE L0 é, z_.;, I'pauera E.M. [puxas Ne 431 ot 30.04.2021 j].aTa:O 2 ABr 20m

QP Name Order Date
Jlara Brimycka: 02.08.2021 16:30:48

JHata pacncuaTk: 02.08.2021 16:47:18

Pacneyaran: JI.T. JleonTbeBa
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&Y aKpuXuH

T gefoomiires o Megen

LEHTP KOHTPONA KAYECTBA

AQ «ARPUXWUH»

[ara abinyc<a: 2021-07-20
[Oarta pacnevatku: 2021-07-20
Crpanuua: 115

Ceptudmkat ananusa Al N2: 520 9881

MpoayKT: AWAKAPER TABNETKW 250 MM Ne30

UHAaeKC: DCRB-1500-000 CpoK rogHocTy: 2023-06-01
Ne cepun: 320621

Obvem cepum; 16.767 ThiC ¥YNAK [ata npousaoacrsa:  2021-06-21

Lata aHanusa:

2021-07-15

Pe3yabTaTbl HCMbITAHWHA

HaumeHoBaHWe NokasarTens

TpeBoBaHuA HOPMATHBHON AOKYMEHTAUMA

PesynbTaTol UCMBITAHKIA

Onwcanne

Kpyrrbie nNoCKoUAnvHapiyeckue Tabnetku
Henoro unn Henoro ¢ XKeNTTOBATBIM UK
cepoBaTbiM OTTEHKOM UBeTa, C chackehn
pUCKON

Kpyrnbie
NNOCKOLUNTUHAPUYECKNE
TabneTku Henoro ¢
KenTToBaToiv OTTEHKOM
yseTa, ¢ gpackov U pUCKon

MoanuHHocTe 1

BpeMms yAepKuRaHUA CCHOBHOTO MKa Ha
XPOMaTOrpamMmMe KCrbiTYeMOro pacTeopa
[OMKHO COOTBETCTBOBATL BRaMEHM
VAEPHKNBAHUA OCHOBHOMO MitKa Ha
xpomaTtorpamme pacteopa CO
auetasonamuaa {pazaen "KonuyecrteexHoe
onpegenedune”)

Bpems yaepxnBaHna
OCHOBHOTO MUKa Ha
XpoMaTorpamme
UCNbITYeMoro pactaopa
COOTBETCTBYET BPEMeH!
VAEPKUBAHUA OCHOBHOMO
NUKa Ha XpoMaTorpamme
pacteopa CO

aueTtasonamnia
flognuHHOCTL 2 KayecTeeHHas peakuus ¢ pacTeopoM Menu Mossnerune
{1} cynudhata. NMossnexHue ronybosaTo-3eneHoro
ronyboBaTo-3eNaHoro OKpawneaHna unn CKpawwWsaHna
ocanka
OgHopeaHOCTL AV 10 eguHuu £ L1:roe L1=15.0 % 24 %

foanposanus 1 (%]

OAHOPOOHOCTE
fo3nposanua 2 [%]

AV10 egurmy > L1, To AV 30 eannul < L1 u
BCE 3HaYeHUR Xi YAOBNeTBopAT
HepaseHcTRy [M-xi|<0,01-L2-M; rae L1=150
%, 1L.2=25,0 %

He npuMeHuMo

PacTeopenue 1

Craawsa . He meree 75 % (Q) 3a 60 muH

93 %




€Y aKpUxXuH

faca aefunimn s o [lata ssinycka: 2021-07-20
[lata pacnedarxm 2021-07-20
LUEHTP KOHTPONA KAYECTBA CTpaHmua: 245
AD «AKPUXUH»
Ceprudmrar ananusa Al No: 520 9881

MpoAaykT: JVAKAPB®R TABNETKW 250 MI™ Ne30
MHaexc: DCRB-1500-000 Cpox roAHOCTH! 2023-06-01
Ne cepun: 320621

Pe3ynbTaTbl HCNLITAHUNA

HaumeHoBaHWe NOKA3aTe/A

TpeBosaHua HOPMATUBHOR LOKYMEHTAUMKA

PeaynuraTol HCBITAHUA

PacrBopeHue 2

Crapma I, He menee Q = 75 % 3a 60 MuK

He npuMeHnMOo

PacTerOpeHue 3

Craawa lll. He menee Q = 75 % 3a 60 MuiH

He npruMeHIMo

Mioban eauHUdHAR TpUMEcs - He Gonee 1.0

PoacTeeHHble npumecy 0.1 %

’.I/D
PoACTBeHHBIE NPUMeCcH 2 CyMMapHoe CofeKaHne NpUMecen - He 0.1 %

bonee 1,5 %
Obuee Wcno aspobHbix He 6onee 1073 KOEsB 1 1 CooTReTCTBYRT
MUKPCOP! aHW3MOE [r] TpeboBaHnaM
Obwee YMeno 4poxokessix | He Gonee 1072 KOE 8 11 CooTtseTcTayer
W nnecHesbix rprboe [r] TpeboBaHUAM
Escharichiacelis 171 Orcytereyera 171 OTtcyTcrene
KonuwyecteeHHoe ConepwaHne aueTasonamMuaa 8 oaHow 247 .3 mr

onpeaeneHue [mr)

rabnertke - oT 237.5 mr go 262.5 mr

YnakoBKa

Mo 10 Tabrertok B KCHTYPHYIO AYEAKOBYIO
YRAAKOBKY 113 MNEHKA NOMUBUHANXNCPUAHON
U HoNbIM @7HOMUHUEBOR. 3 KOHTYPHBIE
AULIMKOBBLIE YNAKOBKU BMECTE C UHCTPYKUnEH
NO NPUMEHEHWUH NOMELLAOT B NAYKY U3
KapToHa

Mo 10 Tabneroxk B
KOHTYPHOW A4eAKOBOR
YNakoBKe W3 NNeHKu
NOMUBUHUMXOPUAHOW U
honbr anioMUHNEBoun. 3
KOHTYPHBIE AYENKoBbIe
VNAKOBKW BMECTE C
MHCTRYKUMEWU MO
NPUMEHEHIIO NOMELLEHDI B
nadky 13 KapToHa




9 aKPuxu” [ara soinycra: 2021-07-20

S el U TR LR I
[ata pacneyartku: 2021-07-20

LEHTP KOHTPOAA KAHECTBA CrpaHuua; 315
AO «AKPUXWUH»

Ceptudukar ananusa Al Ne: 520 9881

NpoayKT: JMAKAPE® TABNETKW 250 M Ne30
Urpekc: DCRB-1500-000 Cpox roaHocTw. 2023-06-01
Ne cepuu: 320621

PeaynbTaThl HCNbITAHWA

HaWMeHOBaHME NOKA33TeNR TpeBosanna HOPMaTHBHOR ACKYMEHTALUN PesynuTaTsl MCRoITAHUA
Mapkuposka 1 MepeusHan yNakoBKa (KOHTYRPHAR AYENKOBARA MepeuyHAan ynakosKa
{ ynakoBKa). Ha KOHTYPHOW AYEUKOBON (koHTYypHas AYenKoBas
YNAKOBKE YKa3blBaKT TOBAPHLIN 3HaK ynakoBka). Ha KOHTYpHOW
npeanpuATUS-NPCUIBOAUTENA, TORrosce AYESMKOBOW YNaKoBKe
HauMeHCcBaHWe nNpenapaTta ¢ yKa3aHbl TOBAPHbIA 3HAK
npeaynpearTenbHOn Mapkiposkon &, NpeanpUATUA-NPON3BoaANT
rekapcTaeHHyo hopMy, AO3NPOBKY, HOMEP ens, Toprosoe
CEPUIN. CPOK MOAHOCTH HauMeHoBaHWe npenapara
¢ NpeaynpeanTensHon
MapKupoBkon ®,
nexapcTeeHHan opMa,
LO3MPORKA, HOMEP CepuiA,
CPOK FOAHOCTH




€) aKpUXuH

P R [ara swinycka: 2021-07-20
[Oara pacnedartru: 2021-07-20
LLEHTP KOHTPOAA KAYECTBA Crpaduua: 415
AO «AKPUXWH»
Ceprudurar ananusa Al Ne: 520 9881

MpoaykT: JNIAAKAPE® TABMETKW 250 MI™ Ne30
UHaeKe: DCRB-1500-000 Cpox ropHocTy: 2023-06-01
Ne cepuu: 320621

T———

HavmeHoBaHME NOKa3aTeNa

Pe3ynbTaTbi MCMbITAHWUA

TpeBoBaHWA HOPMATUBHON AOKYMEHTALWA

PeaynbTaTsl HCMbITAHUA

MapkupoBka 2

BTopuyHas yNakoska (KApToOHHaRA Naqka). Ha
nauyke yKkasulBakwT
npeanpuaTUe-usroTOBUTENL, ero TOBapHbIA
3H4ak, agpec. Tenedon/thaxc, Toprosoe
HanMeHOBaHWe npenapartac
npenynpeavTenEHoN MapkUPOBKGI ®,
MEXYHAPOLHOe HeNnaTeHToBaHHOS
HaUMEHOBAHWE, NEKapPCTBEHHYIO dhopMYy,

| no3upoBKy. Ha3lsaKue U COAEPXaHue

ASiCTRYIOUErD 8ellecTsa B OAHON TabnaTxe
B MUNNUIPaMMaXx, KONMUEeCTBO TaBNeTok 8
OAHCH yNaKoBKe, yCnoBnA XpaHenus,
ycnosua otnycka, "insa npuema sHyTpb". "
XpaHWTE B HeAOCTYNHOM ANd peten macre',
PErUCTRALUMCHHBIA HOMEP,
thapMakoTepaneBTUHECKyIo rpynny, "Mepen
NPUMEHEHWEM O3HAKOMWUTBCA C UHCTPYRLUAEN
" HOMEP Cepwu. CPOK rGAHCCTI 1 WITPUXOBOW
kod. NononHuTensHo MoryT BoiTb HaHeceHb
cpeacTBa aeHTUdMKaLMK

BropusHas ynakoska
(kapToHHaa nauka). Ha
navke ykasaHbl
npeanpuATHe-u3reTosuTen
b, €ro TOBAPHLIW 3HAK,
anpec, Tenedck/dakc.
TOprogoe HanMeHosaHue
npenapata c
npeaynpeanTensHoil
Mapkuposkon ®,
MexayHapoaHoe
HenaTeHToBaHHoe
HanMeHoBaHue,
nexapcieerHan opma,
A03MpoBKa, HaspaHue n
cojepxaHue
AeldcTeylowero seulectsa
8 ofiHov TabneTtke B
MUnUrpammMax,
KonuyecTeo TabneTok 8
OAHOW ynakoske, yCNoBWA
¥paHeHus, yCNoBUA
oTnycka, "[AnA nprema
BHYTpL". "XpaHnTs B
HEeACCTYNHOM ANA peten
MecTe", perucTpaunoHHbIi
HOMep.
thapMakoTepanasTuiecKan
rpynna, "Mepen
NpUMeEHeH1EM
O3HAKOMWTLCA C
WHCTPYKLUmel" HoMep
cepuv, CPOK rOAHOCTH U

| WITPWXOBOW KOJ.

I L0oNonHuTeNEHO HaHeCe b




LEHTP KOHTPONA KAYECTBA

AQ «AKPUXWH»

S aKpuXuH

MpoaykT: OUAKAPE® TABNETKM 250 MI™ Ne30
UHgexc: DCRB-1500-000 CpoK rogHoCTH:
Ne cepuu: 320621

[ara sbinycka: 2021-07-20
Nata pacneyaTku: 2021-07-20
Crpanuua: 5/5

Ceptudmrar aHanusa Al Ne: 520 9881

2023-06-01

HaumeHoBaHWe noKazartena

Pe3ynbTaTbl UCNbITAHINA

TpebosaHua HOPMaTUBHON AOKYMEHTaLWK

PesynbTaTbl MCAbITAHMR

cpecTBa MaeHTUKaLW

XpaHeHue

Mpu Temnepartype He Boiwe 25 ° C

Mpv TemnepaTtype He
Beiwe 25 ° C

Cpok rogHocTH

2 roga

2rona

McnsiTaHMa seinonHeHs no: JIM-003122-200716, WMam. Ne 1, 2. 3
Homep PY (Per. ya.): JIN-003122

Per. yo. om: 31.07.2020

3aKnlodeHme; cooTeeTcTByeT Tpebosanuam N1M-003122-200716, Mam. Ne 1, 2, 3

floosepun

HavansHuk JIKKITT YepHbix J1.07.

YTBepaun

PykorOAKTEND
HTPA KCHTPONA xa4ecTea

DuaumoHoBa n.B.




