AO «KAKPUXHUH»
JSC «AKRIKHIN»

SOP001790

PA3ZPEHIEHUE HA PEAJIM3AIIAIO Ne 2224-2021
(CERTIFICATE OF COMPLIANCE)

HAWUMEHOBAHHME NMPOAYKHUU I'TT:
FINAL PRODUCT NAME:

OTU3OTTMPAM® B6 TABJIETKHU 150MTI" + 500MTI + 15MI” Nel00

MEXIYHAPOIHOE HEITATEHTOBAHHOE
HAWMEHOBAHHE:
INTERNATIONAL NON-PROPRIETARY NAME:

W3sonnasun + Mupasunamun + [[TupunokcuH)

HOMEP CEPUN:
BATCH No:

210621

KOX MPOAYKTATTI: ISPP-0200-000

FINAL PRODUCT CODE:

YIMAKOBKA:
ENVELOPE:

100 wr. - 6anku (1) - MaykH KaPTOHHEIE

I'OAEH 10:
EXPIRY DATE:

01.06.2023

OFLEM MOJYYEHHOMN MPOAYKIUHN
(YIMAKOBKH):

FINAL QUANTITY (UNITS):

3.146 TBIC YITAK

PETMCTPAUMOHHOE YAOCTOBEPEHHE:
MARKETING AUTHORIZATION No:

JITI-N (000051) - (PT-RU)

HAUMEHOBAHWE U AIPEC NEPKATENA
PETUCTPALIHOHHOI'O YIOCTOBEPEHNA:

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AQ "AKPUXUH" RU, 142450, Mockogsckas o6n., r. Crapas
KynasHa, yn. Kuposa 29

HAMMEHOBAHHE U AIPEC NTPOHU3BOJAUTEJIA
(BBITYCKAIOIIMIT KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

AO "AKPUXUH" [Poccus] MockoBckast 0611., HoruHckuii p-H,
r.Crapas Kynasna, yn.Kuposa, .29

HHOOPMAIMA O HCNTOJIB3YEMbBIX A®C/HH-BAJIK TPOAYKIIUN
API/IN-BULK PRODUCTION USED IN PRODUCTION/:

KOJ A®C/MH-BAJIK HAUMEHOBAHHWE AOC/HMH- IMPON3BOIUTEJIb A®C/ CTPAHA INMPON3IBOJIUTEJA
MPOXYKLVU: BAJIK TPOAYKI{UN: WH-BAJIK [TPOXYKLIMU: A®C/ UH-BAJIK TPOXYKLIMU:
API/ IN-BULK CODE: API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:
SISL-5510-280 N30HUA3N] Amsal Chem Pvt. Ltd India
SISL-5518-280 TMMPASUHAMU] Linaria Chemicals (Thailand) Thailand
Limited
SISL-5540-280 TIMPUIOKCHUHA DSM Nutritional Products GmbH Germany
THAPOXJIOPUN

JaHHan cepusi Gblia NpousBeAeHa, BKJAKNYAA YNAKOBKY H KOHTDOJbL Ka4YecTBa, HA BbLIUIEYKA3aHHOH NPOM3BOACTBEHHOH
TJioImajgKe B MMOJTHOM COOTBETCTBHH ¢ TpeGoBaHHaMU cGMP elieBOro priHKa H perucTpauHoOHHON A0KyMeHTalUMeid.

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.

TIpou3BoACTBO cepHH, YNIAKOBKA H aHAJNU3L! GBI NPOBepeHkb! H NPH3HAHBI cooTBeTcTBYIomuUMH cGMP.

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

KauecrBo npoayxra coorsercrByer TpeGoBanuam JIII-N (000051)-(PT-RU)-160420
The quality of the product conforms to the Specification

HacTrosiuum noATBep#kAal0, 4TO BLIMEYKA3AHHASA CePUsl Pa3pelieHa K peajiu3aliu
I hereby certify that the above mentioned,batch is released to the market.

Ynonnomouennoe mno ; ( Lél]]nakona O.C. Tipuxas Ne 431 or 30.04.2021 MHara: 13 Hion 2021

Qp Name Order Date

Jara Bbinycka:
Jara pacrieuatku:
Pacneuaran:

13.07.2021 16:03:45
13.07.2021 16:47:15
JI.T. JleonTnena

Jluct 1 u3 1



Facgat 2sbatmres o Tagsx

Jarta sbinycxa: 2021-07-07
Hata pacnevarkm; 2021-07-07
CrpaHnmua: 1/7

LUEHTP KOHTPOANAR KAYECTBA
AO «AKPUXWH»

Ceptudukar avanmsa Al Ne; 520 9798

[podyKT: STNIONUPAM® B6 TABNETKK 150MI + 500MI + 15MI" Ne100
WHaexc: ISPP-0200-000 Cpok rogHocTu: 2023-06-01
Ne cepumu: 210621

Obnem cepum: 3.146 ThIC ¥YTIAK Hava npowzsopcrea:  2021-06-08

fata aHanusza:

2021-07-02

Pe3ynsTaTsi MCMbITaHUH

HaumeroBaHue noKazaTenn

TpeboBaHUA HOPMATHBHOW AOKYMEHTALIMY

PESVﬂhTaTb! HCHbITaRUA

Onncanue

Tabnetkn oT Benoro oo Senoro ¢
KPeMOBAaTLIM UNY XErToBaThIM OTTEHKOM
UBeTa, NNOCKOUMAUHAPWUMECKUE ¢ thackol 1
puckoi. JonyckaeTca Hanuyue
“MPaMOpHOCTH®

Tabnetkm Benoro ¢
KPEMOBATbIM OTTEHKOM
ugeta,
NNOCKOUMAMHAPHUYECKUE C
ackoi ¥ PUCKOR

MNognuHHoCTE 1

BpemMeHa yaepXMBarsnA OCHOBHBLIX [IMKOB HA
XpomMaTarpaMmMe UciiblTyemore pacrsopa
AOMXHbI COOTBRTCTBOBATL BpeMeHaMm
YAEPHMBAaHWA NUKCB NupasnHamMuaa,
U30HNE3MAa ¥ NUPUACKCUHE Ha
XpomaTtorpaMmme pacrtsopa cMecu PCC
nvpasyHaMuia, M3oHKa3MAS U NUPUAOKCHHE
Fuapoxnapnaa

BpemeHa yoepxusaHna
OCHOBHbBIX OWKOB HA
XpOMaTorpamme
WCNbITYeMOoro pacTsopa
COOTBETCTBYIOT BpeMeHaM
YEEePHUBaHNA NMKOB
nupasuHaMuaa,
HW3oHWasraa 1
MMPUAOKCKHA Ha
XpoMatorpaMmMe pacTeopa
cmecu PCO
nupassHamMmuia,
W30HWA3MAA U
NUPUAOKCHHA
rmapoxnopyaa




 ARDPUXUH

LEHTP KOHTPO/IA KAYECTBA

AQ «AKPUXHE»

Thozi 2BSTETEN o Tz

Barta seinycka: 2021-07-07
Hara pacreqarkm: 2021-07-07
CTpaHuua: 27

Ceptuduxar aHanusa Al No: 520 9798

MpogyKr:
WNepeKe:

Ne cepetu: 210621

Cpok rofHOCTH#!

STUICTIMPAM® B6 TABNETKK 150MI + 300MF + 15ME Ne100

ISPP-0200-000 2023-06-01

PezynsTaTtel ucnuiramnit

HaumeHoBaHKe NoKa3aTens

TpebosaHKa HOPMAETMBHON SOKYMEHTALMM

PeByﬂb‘?aTbl MCMBLITAHMIA

MNoanMHHCCTE 2

CCHOBHBIE NATHA HA XpoMaTtorpamme
npenapaTa 4OMKHbt COOTBETCTBOBATE NO
NONOXEHWIO (BCE aKTWBHLIE BELecTBa),
WHTEHCUBHOCTIA NOMNOLLEHMA NPpK 254 HM
(mpasvHamMug 1 M3oHWa3KG} N
WHTEHCUBHOCTU hriloopecuaHLiK npu 366
HM {MUpUOOKCUHE MAAPOXNONNA) NATHAM Ha
XpomaTtorpamme cMeck COBC akTHUBHBLIX
BetlecTs

OcHoBHBIR ASTHA Ha
XPOMATOrpaMme
npenapaTta CooTBeTCTBYIOT
1o NonoXeHuo (sce
AKTYBHGLIE BELIBCTEa),
WHTEHCUBHOCTH
norroLeHns npu 254 Hu
{(nupasrHamua 1
W3CHKWa3uAa) n
UHTEHCKUBHOCTH
onoopecueHl M npu 366
HM (MUPVAOKCYHS
rMApPOXIoPUA) NATHaM Ha
XPOMATOrPaMME CMECK
COBC akmBHbIX BellecTB

Pacteopetue 1

Cranus | He meree 75 % (Q) usoHnasnaa
33 30 MiH

98 %

PacteOpeHune 2

Cragusa Il He meHee Q =75 % W30HMa3uga
3a 30 MUWH

He apumernmo

PacreopeHue 3

Crapusa lll. He MeHee Q=75 %
u3cHWasnaa 3a 30 Muk

He npuMerumo

PacTecpeHue 4

Cragus |. He meHee 75 % (Q)
nuvpasuHamuaa 3a 30 MuH

101 %

PacTteopehue 5

Cragusa H. He meree Q =75 %
fvpasvHammsa 3a 30 MuH

He npumeHmnmo

PacreopeHue 6

Ctagus ll, He meHee Q=75%
mipasvHaMuaa sa 30 muH

He npuMeHmnmMo

F[Mpaznnomosaa KHUcnoTa

He 6onee 0,2 %

He obHapyxeHo




) AKPUXUH

LEHTP KOHTPOJ/IA KAYECTBA

AO «AKPUXWUH»

Taoyps 2380TRICs G Thailin

lata sbinycka: 2021-07-07
Lata pacneyaTtsu: 2021-07-07
CrpaHmug: 377

Ceptudurar ananuza AT Ne: 520 9798

NpogyKT:
NHaeKe:

MNo cepuu: 210621

Cpox rogHocTh:

PTHICNNPAM® B6 TABITETKM 150MI + 500MT + 15MIC Ne100

[SPP-0200-000 2023-06-01

PEB\,UI bTaTbi UCTBITAHMHA

HaumeHosaHe norasaTena

TpeboBaHMA HOPMATMBHOW AOKYMEHTaLMK

PE3yJ‘IhTaTb1 ucnbITaHU A

OpHopogHoecTs
Aosvposanna 1 [%]

Mupasvsamuaa: AV 10 egunnl € L1 rae
L1=15,0 %

1.1 %

OAHOpPoaHOCTE
Aosuposanns 2 [%)]

MupasuHamuaa: AV1I0 eauHnlg > L1, To AV
30 eguHul < L1 1 Bce 3Haverus Xi
YIOBNETBOPAIT HepaBeHcTBY {M-xi}<0,01-L2
‘M; roe L1=15,0 %, L.2=25,0 %

He npumerumo

QaHopogHoCcTE
nosmnposadus 3 [%]

H3oHnaznoa: AV 10 egunuy £ L1 rae
L1=15,0 %

1.8 %

OHOpPOOHOCTb
Sosnpoeadns 4 [%)]

WzoHwrasuaa: AV10 eguHig > L1, To AV 30
eAurHnL < L1 v Bee sHaueHust Xi
VAOBRMNETBORAICT HEpaReHcTBy |M-xi[=0,01-L2
‘M: rge L1=15,0 %, L.2=25,0 %

He npuMeHumo

QAHOPOAHCCTE
posmposanns 5 [%]

MupnaokcrHa rmapoxnopnaa: AV 10 eguHuy
<L1;roe L1=15,0 %

4.7 %

OaHopogHoCTh
Ac3upoeaHus 6 [%]

Mupkaokcuta rngpoxnopuga: AV10 eguHny
> L1, To AV 30 egurHmy € L1 1 BCe 3HaYeHnn
Xi ynoBneTsopsoT HepaBeHcTBy |M-xi|<0,01-
L2-M; rpe L1=15,0%, L2=250 %

He npumMerwmo

Obee yncno aspolbHbIx He 6onee 1073 KOEB 1T CoorBeTctsyer
MUKPGOPraHu3MoE [r] TpeboBaHuAM
Obuwes yncno apoXckesblx | He 6onee 1072 KOEs 11 CooTeeTcTeyeT
1 nrnecHeBslx ronbos [r] TpeboraHnAm
Escherichiacolis 11 OtcyTeteue s 1r OTcyTCTEME
KonnyecrtseHHoe Coaepanve mapasvHammaa - o1 0,475 rno | 0.505r
onpegeneHue 1 [r] 0,525

KonudecTteeHHoe CoaepxaHve uaoHMaznaa - ot 0,142 r go 0.156r

onpegenenine 2 [r]

0,158 r




HEHTP KOHTPOJ1A KAYECTBA

AD «ARPUXAH»

| A PUXUH

Facons 3eborRron o fladn

Lara sbinycexa: 2021-67-07
faTta pacriedarku; 2021-07-07
Crpanula: 477

Ceptudmkar ananusa Al N2: 520 9798

MposykT: STU3OTMNPAM® B6 TABNETKA 150MI + 500MIC + 15MT™ Ne100
MHaexc: {SPP-0200-000 CpoK rogHocTu: 2023-06-01
No cepuu: 210621

PesyabTaTh! MCMbITaHWNA

HaumeHogaHWe fIoKasaTenn

TpeBosaHMA HOPMATHEHOR JOKYMEHTALMY

PezysnbTaTel McnbiTaruit

KonnuecteerHoe
onpegeneHue 3 [r]

CopepxaHue NUpMAoKCUHa NMApoXnopuaa -
or 0,0135rgo 60,0180

0.0147r

YnakoBka

o 50 nnw 100 Tabnerok 8 HaHky Ana
YMEKOBKU NEKapCTBEHHBIX CPELCTE U3
nonunponuneHa A B BaHky ns
NONMUSTUMNEHA BbICOKOFO AABNEHWA UNK U3
MoriuaTUeHa HUskoro daenerHus. Kaigyro
HaHKy BMeCTe ¢ MHCTPYKUWER 1o
NpUMeHeHUI0 NOMELLatoT B MauKy 13
KapToHa

Mo 100 Tabnetok B GaHKy
M3 NOAU3TIINEHE HU3Koro
AasneHus. Kaxxpas 6anka
BMeCTe C UHCTPYKUUeElk no
TIpUMEHEHWIO roMetleHkBl B
flaqKy 1“3 KapToHa




AKPUXUH

P sesomeoy ¢ Mo Hata eblnycka: 2021-07-07
HfaTa pacneyaTku: 2021-07-07
LEHTP KOHTPOAA KAYECTBA CrpaHuua: 5/7

AO «AKPUXWUH»
Ceptudurar aHanusa Al Ne: 520 9798

fpoaykT: STNIONNPAM® B6 TABIETKIA 150MI + 500MT™ + 15MI Ne100
MHEeKe: 1SPP-0200-000 CpoKk rofHOCTH: 2023-06-01
Ne cepuu: 210621

PeaynbTaTbl MCMBITAHWH

Havmel1oBaHie NoKasaTens

Tpebosasun HOPMATUBHOH AOKYMEHTaLUY

PeaynbTaThi MCNbITAHMIA

Mapkuposka 1

MepeudHan ynakoeka (BaHka). Ha aTukeTke
OnA BaHky yKasbisaloT
fpeAnpPUATHE-NPON3IBOANTE b, ero
ToBapHLIN 3HaK, agpec, Tenedod, dakc,
TOProBoe HauMeHoBaHKe Npenaparta ¢
ApeAynpeauTensHoi MaprupoBkoi ®,
fNleKapcTBEHHYIG OpMY, A03UPOBKY,
Ha3sBaHWe 1 COAeKaHNe LeRCTBYIOWNX
BRUIECTB 8 0AHOW Tabnetke B
MUNIUrpaMmMax, KonuyecTeo TabneTok 8
OAHOWM yNaKkoBKe, YCIOBUR XpaHeHud,
"XpaHuTe B HEQOCTYNHOM ANA deTer
mMecTe”, "0OnA npuemMa BHYTPL",
PETUCTPaLMOHHBIA HOMER, HOMED CepiM,
CPOK ro4HOCTH ¥ chapMaKkoTepaneBTUYeckyo

rpynny

MNepsu4HasA ynakoska
(Banka). Ha a3TukeTKe ans
BaHkW yKasaHbl
NpeanpuATHE-NPOU3BOANT
eflb, ero TOBAPHLIA 3HaK,
agpec, TenadoH, dakc,
TOProBOe HaMMeHoBaHMe
npenapaTta c
npenynpeauTansHoR
MapKUpoBKOL: ®,
nekapcrseHHas hopMa,
AO3MPOEBKA, HA3BARWE U
copepwanune
ASHCTBYIOWNX BELUECTS B
ofHo# TabneTke B
MUnnurpaMmax,
KoridecTso TabneTok B
OLHOR yNaKkoBKe, YCroBUA
XpaHeHuWA, "XpaHuTb 8
HeAoCTYOHOM AAA geTell
mecTe", "flns npnema
BHYTPL",
perncTpauyioHHbl HoMep,
HOMEp cepwu, CpoK
FOOHOCTY U
thapMaKkoTepanesTu4eckas
rpynna




LIEHTP KOHTPOAA KAYECTBA

AD «AKPUXMH»

MpogykT:
WHgexc:

iNe cepuu: 210621

Pasin 2afarriten o flogns

Cpok reaHOCTH:

HAare sbinycka:
Jata pacheuaTku:

2021-07-07
2621-07-07

CTpaHuua: 6/7

Ceprudukar aHanusa Al No: 520 9798

PTUIOMTNPAM® BE TARMETKK 150MI + 500MT™ + 15MI" Ne100

1SPP-0200-000 2023-06-01

PesynuTaTbt MCMbITaHWi

HavmerioBaHUe MOKa3aTeAsR

TpeBosaHua HOPMaTUBHOW AOKYMEHTLIMN

PeayneTaThi MCNBITaHUH

MapiupoBka 2

BTopuyHaa ynakoBka (kapToHHan nadka). Ha
nayke ykaswlBaroT
NpeafnpUaTUe-NPoKIBOAKTEb, 870
TOBapHbIA 3HaK, agpec, TenedoH, ake,
TCProeoe HaUMeHoBaHWe npenapara ¢
npeaynpeinTensHol MapkupoBKoi ®,
rpyNNyipPoBOMHCE HakiMeHOBaHWe,
NeKapcTBeHHy!o hopMy, 102MPOBKY,
Ha3BaHWe U coaemkaHue 4ehCTBYIOWIMX
BellecTB 8 0gHoW TabneTke B
MANnUrpamMMax, konwuecTeo Tabnerok s
OAHON YNaKOBKe, YCNOBWA XPaHEeHWA,
"XpaHuTs B HEAOCTYMHOM Ans AeTel
mecTe", YCNoBusa otnycka, "[ns npuema
BHYTPB", PErNCTPaLMOHHLIR HOMEp, HoMep
Cep1u, CPOK roAHOCTH,
dhapmaKkoTepanesTryeckyto rpynny, "flepeg
NpUMEHEHWNEM O3HaKOMMUTBCA C
VHCTRYKUMER" 1 LLTPpKXoBOl KOA.
LororinTenuHo MoryT SLiTk HaHeceH:s
cpeacTsa kaeHTudhKaunm

Bropuyran ynakoska
{kapToHHaA nauka). Ha
naqke yKasaHb
npeanpuaTie-NpousBOaNUT
enb, ero ToBapHbIfA 3Hak,
appec, tenedoH, haxe,
TOpPTOBOE HaWMEHCBaHWE
npenapata ¢
npeaynpeanTensHolk
MapKipOBKoA ®,
rpyfinupoBoYHoe
HauMeHoBaHuWe,
nekapcTeeHHas qropma,
A03MPOBKa, Ha3zBaHue W1
codepuaHye
ASVICTBYIOWMWX BELIECTE B
opHolit Tabnertke B
MUIIAUrpaMmax,
KOTMYeCTBO TabneTtok 8
CAHOI yNaxoBKe, yCrosma
XpaHeHns, "XpaHuTe B8
HeaAoCTYNHOM Ans geTel
MecTe”, ycHosna oThycka,
"[nA apvema BHyTpL",
perucTpaluroHHbIii Homep,
HOMEp cepui, CpoX
roAHOCTH,
thapMakoTepanesTuecKan
rpynna, "MNepen,
nprMeHeHnem
O3HAKOMWTBCA C
WHCTPYKRUYMEA" 1
LWITPUXOBOM KO,
AonorHurensHe HaHeceHb!
cpeacTsa uaeHTUhuKaLun




€Y aKpuxuH

Fhaca sabomies o Mg

LEHTP KOHTPOJ/IA KAYECTBA

AO «AKPUXWH»

[Lara BbinycKa: 2021-07-07
[Oata pacnevatku: 2021-07-07
CrpaHuua: 717

Ceptudukar aHanmsa Al Ne: 520 9798

MpogayKT: STUICMNPAM® B6 TABNETKW 150MF + 500MT + 15MIM Ne100
MHaeke: ISPP-0200-000 Cpok rogHocTK: 2023-06-01
Ne cepmu: 210621

PezaynbTaThl UCMBITAHWA

HavmeHosaHWe noKasaTens

TpeboBaHMa HOPMaTUBHON SOKYMEHTALMM

Pesynbwasz WCIIBITaHUA

XpaHeHue

B zawmiieHHoM OT CBETa MECTe, Np#u
TemnepaTtype He Bbiwe 25 ° C

B zawmuieHHoM oT ceeTa
MecTe, NpW TemnepaType
He Bbllwe 25 ° C

Cpox rogHocTit 2roga 2 rofa
WcrbiTaHua ssinoaxedsl no: TM-N (000051)-(PI-RU)-160420
Homep PY (Per. ya.): JIM-N (000051) - (PT-RU)
Per. ya. ot: 16.04.2020
3akntoueHye: cooTeeTcTayeT Tpebosanuam IN-N (000051)-(PI-RU}-160420
flposepun YTeepaun

Havanbruk [IKKIT HepHbix 1111

KOHTPONBHO-0QOPMUTE

Bepatura E
HayankHWK

naBopatopun KK

%2155m00 °




