AO «-AKPUXHH»
JSC « AKRIKHIN»

SOP001790

PA3PFIIIEFHUE HA PEAJTM3AIIAIO Ne 1789-2022
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHUWE NNPOAYKITUU I'TT:
FINAL PRODUCT NAME:

ALTUKJIOBHUP-AKPUXHWH TABJIETKH 200MI" N20

MEXKIYHAPOIHOE HEITATEHTOBAHHOE AUUKITOBHP
HAWUMEHOBAHHME:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUH: 2780722

BATCH No:

KOJI IMPOAYKTA ' HVRN-2700-000
FINAL PRODUCT CODE:

YITAKOBKA: 10 wT. - YMAKOBKH suefKOBEIe KOHTYPHBIE (2) - MAUKH KaAPTOHHEBIE
ENVELOPE:

I'OJIEH J10: 01.07.2026

EXPIRY DATE:

OBBEM HOJYYEHHO! [TPOJIYKIINH 66.575 TBIC YITAK
(VITAKOBKN):

FINAL QUANTITY (UNITS):

PETUCTPAINMOHHOE Y1OCTOBEPEHWE:
MARKETING AUTHORIZATION No:

TC-000044

HAMMEHOBAHHE U AIPEC JEPKATEJA
PETUCTPAIIHOHHOTO YAOCTOBEPEHUA:

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AO "AKPUXHH" RU, 142450, Mockosckas 06, r. Crapas
KynagHa, yn. Kupoga 29

HAUMEHOBAHHWE U AIPEC TIPOH3BOJIUTEJIA
(BBIHYCKA}OUIHFI KOHTPO.JIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

AO "AKPUXHMH" [Poccus] Mockoeckas o6i., HoruHcku# p-H,
r.Crapas Kynasua, yn.Kuposa, 1.29

UHOOPMALMA OBb UCTMTOJB3YEMbBIX A®C/HH-BAJIK TTIPOXYKIIMH
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:

KOJI A®C/HH-BAJIK
MPOJIYKIMH:
API/IN-BULK CODE:

HAMMEHOBAHHE A®C/UMH- MTPOU3BOIUTEL ADC/
BAJIK IMPOIYKIHU: HNH-BAJIK ITPOJITYKIIHH:
API/ IN-BULK NAME: API/IN-BULK MANUFACTURER:

CTPAHA MPOU3BOAUTEJIA
A®C/ HH-BAJIK ITPOIYKLUHH:
API/ IN-BULK MANUFACTURER
COUNTRY:

SHVR-5493-280 AITUKITOBUP Zhejiang Charioteer Pharmaceutical | China

Co., Ltd

Hdanunan cepusa Oblia MPOU3BeleHAa, BKAKYAS YNAKOBKY H KOHTPOJbL KAYeCTBA, HA BBLINICYKA3ZAHHOH MPOM3BOACTECHHOI
N0 AAKe B TIOJHOM co0TBeTeTBHH ¢ TPebosanuamu ¢cGMP weneBoro peiHka H perucTpalHOHHON JoKyMeHTalHe,

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

IMpouseBoAcTBO cepru, YNAKOBKA H AaHATH3BLI ObLIH NMPOBePeHsl W MPH3HAHBI co0TBeTeTBYRmMUMH ¢cGMP.

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

Kauectro npoaykra cooTBeTcTBYeT TpeGoanuam JC-000044-140512, Mam. No 1.2.3.4. 5

The quality of the product conforms to the Specification

HacrosiluiM MOATBEP:K/AAI0, YTO BHIMIEYKA3AHHASA CCPHS PA3PEINCHA K Peain3alin
[ hereby certify that the above mentioned batch is released to the market.

QpP

[Jara Beinycka:
[ara pacneuarku:
Pacrieuaran:

v Name
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05.08.2022 16:41:14
A.A .EmenbatHosa

Order

7
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£) aKpuxuH

P sabioraen o FHone JaTa BbinyckKa: 2022-08-02
[ara pacnevaTku: 2022-08-02
LUEHTP KOHTPONA KAYECTBA CrpaHunua: 1/5
AO «AKPUXUH»
Ceptudukar aHanusa Al No: 520 11538

NpoayKT: ALUVKITOBUP-AKPUXUH TABNETKW 200MI™ N20
Nuaekc: HVRN-2700-000 CpOK rogHocTu: 2026-07-01
Ne cepuu: 2780722
Obvem cepun: 66.575 TbIC YTAK [Jata npoussogcrea:  2022-07-19

[arta ananusa:

2022-07-28

PesynbTaThl UCNbITaHKIA

HanmeHoBaHWe nokasaTens

TpeboBaHUA HOPMATUBHOI AOKYMEHTaUuM

Pe3ynbTaTbl UCMbITAHUI

OnucaHue

Tabnetku ronyboro uBeTa c TEMHO- 1
CBETNO-ToNybbIMW BKPANMEHUSMM 1
BO3MOXHbIMM 6enbiMK NATHaMW,
nrockoumnuHapuyeckne, ¢ hackoi U puckonm

Tabnetku ronyboro useTta
C TEMHO- 1
cBeTno-rony6eiMu
BKpanneHusmu un 6enbimu
NsATHaMM,
NOCKOUMNUHAPUYECKME, C
chackoit n puckoi

MNoanuHHOCTD 1

Y®-cnekTp nornowieHus pacteopa
npenapata B obnactn ot 220 g0 320 HM
OOIMKEH UMETb MaKCUMyM npu (255 + 2) HMm,
MUHUMYM Npu (227 £ 3) HM 1 NNeYo B
obnactu ot 268 po 300 HM (pa3gen
«KonuyecteeHHoe onpegeneHne»)

Y®-cnekTp nornoweHus
pacteopa npenapaTa B
obnactu ot 220 fo 320 HM
NMeeT Makcumym npw (255
% 2) HM, MUHUMYM NpU
(227 £ 3) HM M Nnevo B
obnactu ot 268 0o 300 HMm

MNopnuHHOCTL 2

FATHO Ha xpomMaTorpamme npenapaTa
AO0JKHO COOTBETCTBOBATb MO MONOXEHUIO
NATHY Ha xpoMaTorpamme CO aumkriosupa
(pazaen «MyaHuH»)

IaTHO Ha xpomaTtorpamme
npenapara cooTBeTCTBYET
Mo NOMOXEHMWIO NATHY Ha
Xpomatorpamme CO
aumknosupa

PacTtBopeHue 1

Cragus |. He meHee 70 % (Q) auuknosupa
yepes 45 MUHYT

98 %

PactsopeHue 2

Craamns ll. He meHee Q = 70 % auukrosupa
yepes 45 MnHyT

He npumenumo

PactBopeHue 3

Cragus lll. He meHee Q = 70 % auumkrnoBupa
yepes 45 MuHyT

He npumeHumo




 AKPUXUH

LLIEHTP KOHTPONA KAYECTBA

AO «AKPUXUH»

o 3abaRron p FaomR

[Jata Bbinycka: 2022-08-02
[aTa pacneyatku: 2022-08-02
CTpaHuua: 2/5

Ceptudmkar aHanusa AlC Ne: 520 11538

MpoayKT:
UHAaeKc:

Ne cepuu: 2780722

ALUNKNOBUP-AKPUXWUH TABJTIETKW 200MI N20
HVRN-2700-000

CpoK roaHocTU:

2026-07-01

Pe3ynbTaTbl UCNBITAHUN

HanmeHoBaHWe NokasaTens

TpebosaHua HOPMATUBHOM AOKYMEHTaLUK

Pe3y/bTaTbl MCNbITAHUA

N'yaHuH

He 6onee 1,0 %

MeHee 1 %

PoacteeHHble npumecu 1

IMobas npumeck ¢ RS > 1 No aunKioBupy -
He 6onee 0,5 %,;

He o6HapyxeHo

PoacTteeHHble npumeci 2

CymMma npumecei — He bonee 1,0 %

He obHapyxeHo

O6buee yncno as3pobHbIx He 6onee 10"3 KOEB 11 CooTBeTCTBYET
MMWKPOOPraHu3mos [r] TpeboBaHuaM
O6luee uncno gpoxokesbix | He bonee 10"2 KOEB 1T CootBeTcTBYET
1 nnecHeBbIX rpubos [r] TpeboBaHUAM
Escherichiacolis 11 OtcyTtcteueB 11 OTtcyTcTBHE
KonuyecTtBeHHoe CogepxaHue auuknosupa-0,19rpo00,21r, | 0.20r
onpeaeneHue cuvnTana Ha CpepHIol Maccy oaHoi TabneTku

OAHOPOAHOCTb AV 10 eanHnu £ L1; rae L1=15,0 % 1.6 %

Ao3vpoBanus 1 [%]

OaHopoaHOCTb
no3upoBaHus 2 [%]

AV10 egnuuy, > L1, To AV 30 eanHuu < L1 un
BCE 3Ha4yeHus Xi yaoBNeTBOpAIOT
HepaBeHcTBY |M-xi|<0,01-L2-M; rae L1=15,0
%, L2=25,0 %

He npumeHnmo

Ynakoeka

Mo 10 TabNeToK B KOHTYPHYHO SIYEAKOBYIO
YNaKoBKy U3 NIIEHKN NONUBUHUNXNOPUAHON
n choribru antoMMHUEBOW. 2 KOHTYpPHbIE
SAYENKOBbIE YNAKOBKW BMECTE C MHCTPYKUMER
Mo NPYMEHEHU0 NOMELLAIT B NayKy 13
KapToHa

Mo 10 TabneTtok B
KOHTYPHOW A4€iKOBON
yNaKoBKe U3 NIEHKU
NONUBUHWUITXNOPUAHON 1
donbru antoMuHNeBon. 2
KOHTYpHble A4eiiKkoBble
YNaKoBKU BMecCTe C
UHCTPyKUMEN’ no
NMPMMEHEHWIO NOMELLEHDI B
fayky U3 KapToHa




) AKPUXUH

Aean sabeeren u fiesns Jara Bbinycka: 2022-08-02
JaTa pacneyatku: 2022-08-02
UEHTP KOHTPONA KAYECTBA CTpanuua: 3/5

AO «AKPUXUH»

Ceptudukar ananmusa Al Ne: 520 11538

NpoayKr: ALUWNKNOBUP-AKPUXNH TABNETKW 200MI" N20
UHaekKc: HVRN-2700-000 CpOK roAHOCTH: 2026-07-01
Ne cepunu: 2780722

Pe3ynbTaTbl CNbITaHWI

HaunmeHoBaHuMe nokasatens TpeboBaHMA HOPMATUBHOMU AOKYMEHTAUUN PesynbTaTbl UCNbITaHMWA

Mapkuposka 1 lMNepBryHan ynakoBka (KOHTypHas siyeiikoBas | MNepBuyHas ynakoska
ynakoBka). Ha KoHTypHoW svenkoBoi (koHTypHas a4enkoBas
ynakoBKe yKa3blBatoT TOProgoe yNakoBka). Ha KOHTYypHoI
HauMeHOBaHWe Npenapara, NMekapcTBEHHYI0 | SYENKOBOM YNaKoBKe
cdopmy, [03MPOBKY, HOMEP CEPUN, CPOK yKasaHbl TOprosoe
rogHocTH, «lMpounzseaeHo AO «-AKPUXWUH», | HaumeHoBaHue
Poccusa» npenaparTa,

| nekapcTBeHHas dopma,
A03UpoBKa, HOMep cepuu,
CPOK rofiHOCTH,
«[MponssegeHo AO
«AKPUXWH>», Poccusa»




£) aKpuxuH

Toaw matcrames o foams JaTa Bbinycka: 2022-08-02
[aTa pacneyaTku: 2022-08-02
LUEHTP KOHTPONA KAYECTBA CTpaHuua: 4/5

AO «AKPUXWNH»

Ceptudumkar aHanusa A" Ne: 520 11538

Mpoaykr:
NHAaeKc:

Ne cepuu:

ALMKNOBUP-AKPUXWNH TABITETKA 200MI" N20
HVRN-2700-000
2780722

Cpok roaHocTu:

2026-07-01

Pe3ynbTaTbl UCNbITaHU n

HaumeHoBaHue nokasartenn

TpeboBaHNA HOPMATUBHOMU 4O0KYMEHTaUUN

Pe3ynbTaTbl UCMbITAHUIA

MapkupoBka 2

BTropuyHas ynakoBka (kapToHHas nadka). Ha
nayke ykasbiBatoT
npegnpusTue-nponssoanTens, upMeHHoe
HaumeHoBaHue (AKPUXWNH), agpec (cTpaHa,
obnacTb, ropoa, ynuua), TenecoH/dakc,
TOpProBoe HaMMeHOBaHWe npenaparta,
MeXyHapoaHOe HenaTeHToBaHHoe
HaWMeHOBaHNe, fekapcTBEHHYI0 hopMmy,
O03NPOBKY, KONUYECTBO TabneTok B OAHOW
ynakoBKe, Ha3BaHUE N coaepxaHune
AenCcTByoLero BewecTsa B ogHol TabneTtke
B MUNNUrpamMMax, ycrnosus xpaHeHus,
YCIOBUA OTNYCKa, «XpaHUTb B HEAOCTYNHOM
AnsA geteii MecTe», «Ans npuéma BHYTPb»,
perncTpaunoHHbIN HOMEp, HOMep Cepuu,
CpOK rogHoCTH, hapMaKkoTepaneBTUYECKyHo
rpynny, «lepep NnpuMeHeHnem
03HAKOMUTBLCA C UHCTPYKUMEN» U
LWTpUXoBOW koA [ononHUTENbLHO MoryT BbiTb
HaHeceHbl cpeAcTBa naeHTudukauum

BTopuyHas ynakoska
(kapToHHas nayka). Ha
nayke ykasaHbl
npeanpuaTUe-Npon3soanT
ens, oupMmeHHoe
HauMeHoBaHue
(AKPUNXWUHY), appec
(ctpaHa, obnacTtsb, ropog,
ynuua), TenedoH/dakc,
TOprosoe HaMMeHoBaHue
npenapara,
MexgyHapoaHoe
HenaTeHTOBaHHoe
HauMeHoBaHue,
nekapcTeeHHas cdopma,
O03UPOBKa, KONTMYECTBO
TabneTok B 0gHOM
ynakoBke, Ha3BaHue u
cofepxaHue
AeicTByolWero sellecTsa
B oaHoi TabneTke B
MUnurpaMmax, ycnosus
XpaHeHus1, ycnoBust
oTnyckKa, «XpaHuTb B
HeJOCTYNHOM ANs AeTei
MecTe», «[nsa npuéma
BHYTPb»,
perucTpaunoHHbIn HOMED,
HOMep cepuu, CPoK
rogHocTH,
dapmakoTepaneBTudeckas
rpynna, «[epepn
NpUMEHEHNEM
03HaKOMWUTBLCA C
UHCTPYKUMNEN» 1




£) aKpuxuH

Aonm aabereen v Mo

UEHTP KOHTPONA KAYECTBA

AO «AKPUXWUH»

[aTa BbInycka: 2022-08-02
[ata pacneyaTtku: 2022-08-02
CtpaHuua: 5/5

Ceptudmukar aHanmsa Al' Ne: 520 11538

MpoaykKr:
UHaekc:

Ne cepuu:

ALMKNOBUP-AKPUXWH TABNETKW 200MIN N20
HVRN-2700-000
2780722

CpoK rogHocTu:

2026-07-01

Pe3ynbTaTtbl MUCNbITaHWUI

HaumeHoBaHWe noKkasaTtensa

TpeboBaH1A HOPMATUBHOMN AOKYMEHTILUU

Pe3ynbTaThl MCNbITaHUI

LITPUXOBOW KOA.
[lononHuTensHo HaHeceHbI
cpefcTsa naeHTUUKkaumm

XpaHeHue

B 3awmuweHHOM OT cBeTa MecTe npu
Temnepatype He Bbiwe 25 ° C

B 3awwuuieHHOM OT cBeTa
MecTe npu Temneparype
He Bbilwe 25 ° C

Cpok rogHoCTH 4 ropa 4 ropa
UcnoiTaHua BoinonHeHsl no: J1C-000044-140512, Mam. N2 1,2, 3, 4,5
Homep PY (Per. ya.): J1C-000044
Per. ya. ot: 28.12.2020
3aknoueHune: cooTsetcTeyeT Tpebosanuam N1C-000044-140512, Msm. Ne 1, 2, 3,4, 5
MNposepun YTeepaun

HavansHuk JIKKIT YepHbix 1.1,

Pyxono,umenb
Llentpa KOHTPONA Kayecraa

Punumonosa n.B,

02 08 2%




