AO «<AKPUXHH» SOP001790
JSC « AKRIKHIN»

PASPEIIIEHUE HA PEAJIU3AIIAIO No 516-2022
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHWUE MMPOJXYKITUH TTI: OTU30DTAM® B6 TABJIETKH 150 MT + 400 MTI™ + 15 MI" N100
FINAL PRODUCT NAME:

MEXKIYHAPOJIHOE HEIMTATEHTOBAHHOE Wsonwnasun + ItambyTton + TTupumokcun
HAMMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUH: 10122

BATCH No:

KOA NMPOOYKTA TII: ISEP-0100-000

FINAL PRODUCT CODE:

YIIAKOBKA: 100 wrr. - 6aHky nmonuMepHbie (1) -maukn KapTOHHEIE
ENVELOPE:

I'OJEH J0: 01.01.2024

EXPIRY DATE:

OBBEM IMOJIYUYEHHOM MPOIYKLINH 2.767 TBIC VITAK

(¥TITAKOBKH):

FINAL QUANTITY (UNITS):

PETHCTPAHUOHHOE YIOCTOBEPEHHE: JIC-002335

MARKETING AUTHORIZATION No:

HAMMEHOBAHHE U AAPEC JEPKATEJIA AQ "AKPHUXHMH" RU, 142450, Mockogckas 061, r. Crapas
PETUCTPAITMOHHOI' O YIOCTOBEPEHUA: Kynagna, ya. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHUE H AJPEC IIPOU3BOAUTEJIA AQ "AKPUXUH" [Poccus] Mockoeckas 0611, HormHCKHi p-H,
(BBIITYCKAIOUIUI KOHTPOJIb KAUECTBA): r.Crapas Kynaeua, yn.Kuposa, 1.29

NAME AND ADDRESS OF MANUFACTURER (RELEASE

QUALITY CONTROL):

HH®POPMAILIMA Ob HCINIOJIb3YEMbBIX A®C/UH-BAJIK IMTPOAYKIIMHU
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:

KO ADC/UH-BAJIK HAMMEHOBAHUWE A®C/MTH- MNMPOU3BOIUTEJb ADC/ CTPAHA TTPOU3BOJAUTEJIA
MPOTYKIIAN: BAJK TIPOIVKITIH: HH-BAJIK TTPOTYKITH: A®C/ MTH-BAJIK [TPOTYKITHN:
API/ IN-BULK CODE: API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:

SISL-5510-280 HU30HUA3HU] Amsal Chem Pvt. Ltd India
SISL-5540-280 TMAPUAOKCHUHA DSM Nutritional Products GmbH Germany

TUIPOXJIOPU]
SISL-5543-280 3TAMBYTOJIA Lupin Ltd India

TUIPOXJIOPU]

JanHas cepus OblIa MpomM3BeleHA, BKII0YAS YNAKOBKY H KOHTPOJIb Ka4decTBa, Ha BbILIeyKAa3aHHOW TNPOH3BOACTBEeHHOMH
TLI0MAAKE B MOJHOM COOTBETCTBHH ¢ Tpebosanuavu ¢cGMP ueneBoro pelHka ¥ perMcTpalliOHHONH JOKYMEHTALMEN.

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.

IIpou3ssoAcTBO cepuH, YIAKOBKA H AHAIM3bI OBIIH IPOBEPeHbI H MPU3HAHBI cooTBeTCTBYIOMIuMH ¢cGMP.

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

KauectBo npoaykTa cooTBeTcTBYeT TpeboBanusam JIC-002335-110912. W3m. No 1.2.3

The quality of the product conforms to the Specification

HaCTﬂﬂmHM MOATBEPKAAND, YTO BEIIMCYKAIAHHAMN CepHA pajpenieHa K peajdHsaliH
I hereby certify that the above mentioﬁ)atch is released to the market.

e : 11 MAP 207
YnoanoMoueHHoe JIMLO . IMnaxosa O.C. Tlpuxasz Ne 431 or 30.04.2021 [dara: e

QP Name Order Date

ara Bbinycka: 11.03.2022 08:17:58

Jara pacrieuarku: 11.03.2022 08:31:37

Pacneuaran: JIT. JleonThera

Nuer 1 us 1




£} akpuxuH

S 3BTRS O Mg

UEHTP KOHTPOA KAYECTBA

AO «AKPUXUH»

[Oarta Bbinycka: 2022-02-28
[aTta pacnevatku: 2022-02-28
CrpaHuua: 1/7

Ceptudmkar aHanmsa AlC No: 520 10862

NpoaykT: PTN303TAM® B6 TABNETKN 150 MI™ + 400 MI" + 15 M N100
MHOeKc: ISEP-0100-000 CpoK rogHocTu: 2024-01-01
Ne cepuu: 10122

Obbem cepuu: 2.767 TbIC YMNAK Data npouseogctea: 2022-01-28

Aata ananu3a:

2022-02-22

PesynbTaThl UCNbITaHWUI

HanmeHoBaHMe NoKasaTens

TpeboBaHWA HOPMATUBHOM OOKYMEHTaL UM

PesynbTaTbl UCNbITaHUA

OnwucaHue

Tabnetkn 6enoro c xenToeaTbiM UNK
KPEMOBaTbIM OTTEHKOM UBETA, Kpyrnbie,
nNocKoUMNMHApUYeckme, ¢ hackoi n
puckon. JonyckaeTcs Hanmune
"MpaMopHocTH"

Tabnetkn 6enoro ¢
XENTOBATbIM OTTEHKOM
uBeTa, Kpyrnole,
NAOCKOUUNNHAPUYECKME, C
cackoih n puckomn

MoanuHHOCTL 1

BpemeHa yaepxuvBaHnA OCHOBHbIX NUKOB Ha
XpomaTtorpamme UCMbITyeMoro pacrtsopa
[LOMKHbI COOTBETCTBOBATL BpeMeHaMm
YAEPXNBAHUA OCHOBHbIX NUKOB Ha
XpoMaTorpamme pactsopa cmech CO
n3oHWa3naa, stambytona ruapoxnopuaa v
nupwaokcuHa ruapoxnopvaa (pasaen
"KonvdecTBeHHoe onpeaenexne”)

BpeMeHa yaepxveaHuA
OCHOBHBbIX MWKOB Ha
xpoMartorpamme
MCMbITYyeMOro pacTsopa
COOTBETCTBYIOT BpeMeHaMm
YOEPXNBAHWA OCHOBHbIX
NAKOB Ha XpoMaTorpamMme
pactBopa cmecu CO
n3oHWasmpa, atambyTtona
rmapoxsiopnaa n
NMPUBOKCHHA
rmapoxnopuga




&) akpuxuH

FiaM AatoTRIER o feEnY ﬂ,a‘ra BbinycCKa: 2022-02-28
Aata pacnevyaTtku: 2022-02-28
LUEHTP KOHTPONA KAYECTBA CrpaHunua; 2/7

AO «AKPUXWUH»

Ceptudukar aHanmsa Al Ne: 520 10862

NpoaykT:
UHpekc:

Ne cepuu: 10122

CpoK rogHocTuH:

STU3OSTAM® B6 TABNETK 150 Ml + 400 MI™ + 15 M N100

ISEP-0100-000 2024-01-01

PesynbTaTbl UCMbITaHWN

HanmeHoBaHWe nokasatens

TpeboBaHWA HOPMATUBHOM AOKYMEHTALMM

Pe3ynbTaTbl MCNbITAHWIA

MoanuHHOCTL 2

OCHOBHbIE NATHA Ha XpoMaTorpaMmme A
npenapata BoMKHbI COOTBETCTBOBATL MO
NONOXeHNO (BCE aKTUBHbIE BeLLecTBa) N
WHTEHCUBHOCTW NornoLleHnsa npn 254 HM
(U30HWa3NA), UHTEHCUBHOCTN
cdhnoopecueHUnn Npu 366 HM (NMPUAOKCUHA
rmapoxnopua) n UBeTy nocsie onpbiCKUBaHWA
pacTBopoM HUHrMApwHa (3Ttambytona
rMapoxnopua) OCHOBHbLIM MATHAM Ha
xpomaTtorpamme b cmecn CO n3oHuasnga,
3TambyTona rmgpoxnopnaa n NUpUAOKCUHa
rmapoxnopuga (pasgen "AMnHobytaHon")

OCHOBHbIe NATHA Ha
XxpoMaTorpamme A
npenapaTa COOTBETCTBYIOT
no nonoxeHuto (Bce
aKTMBHble BelecTBa) n
MHTEHCUBHOCTU
nornoweHua nNpu 254 Hm
(v3oHnazng),
WHTEHCUBHOCTU
dnoopecueHummn npu 366
HM (MMPUACKCUHA
rmapoxsiopna) n usety
nocne onpblCKNBaHWA
PacTBOPOM HUHIMAPWHA
(aTambyTona
rmapoxnopua) oCHOBHbIM
NATHaM Ha
XpoMaTorpamme 5 cmecn
CO u3oHnasuaa,
atambyTona
rmgpoxnopuga n
NMMPNOOKCHUHA
rmapoxnopuaa

OLHOPOAHOCTL MACChI
18/20

18/20 TabneTok - He 6onee + 5%

20/20:-1% +2 %

OaHopopHOCTL Macchl 2/20

2/20 tabnetok - He bonee = 10 %

20/20:-1% +2 %

PacTteopenue 1

Cragwms |. He mMeHee 75 % (Q) nsoHmnasnga
yepes 45 MuH

102 %

PacTteopeHue 2

Crtagwa ll. He meHee Q = 75 % n3oHWa3naa
yepes 45 MuH

He npumeHuUMO




€) akpuxuH

TROEM 2RTRICR 0 Fhea [Jara Bbinycka: 2022-02-28
[LaTa pacnedaTku: 2022-02-28
UEHTP KOHTPONA KAYECTBA CrpaHunua: 3/7

AO «AKPUXWUH»

Ceptudwukar aHanmsa Al Ne: 520 10862

MpoaykT:
NHaekc:

Ne cepuu: 10122

Cpok rogHocTy:

PTUIOSTAM® B6 TABNETKW 150 MI™ + 400 MI™ + 15 MIC N100

ISEP-0100-000 2024-01-01

Pe3ynbTaTthl UCNbITAHWUA

HanmeHoBaHWe noka3zaTtena

TpeboBaHWA HOPMATUBHOM AOKYMEHTALMUN

Pe3ynbTathl UCNbITAHMIA

Pactsopenue 3

Craans lll. He meHee Q = 75 % n3oHWa3naa
Yyepes 45 MUH

He NpuMeHNnMo

Pactsopenue 4

Crapun |. He MeHee 75 % (Q) atambyTona
rmnapoxnopuaa vepe3s 45 MviH

98 %

PacTtBopeHnune 5

Cragws ll. He meHee Q = 75 % sTambyTona
rugpoxnopuaa yepes 45 MuH

He npumeHumo

PacteBopeHue 6

Cragms lll. He menee Q =75 % stambyTtona
rngpoxnopuaa yepes 45 MuH

He npumeHnumo

AMnHobyTaHon He 6onee 1 % He obHapyxeHo
O6uwee uncno aspobHbIx He 6onee 10" 3 KOEB 1T CooTtBeTCcTBYET
MUKPOOPraHn3mos [r] TpeboBaHVAM
Obwee yncno apoxokesbix | He 6onee 1072 KOEB 11 CooTteeTrcTByeT
M NnecHeBbIX rpubos [r] TpeboBaHUAM
Escherichia colis 1 r OTtcytctBue B 11 OTcyTCcTBYE
KonuyecrteeHHoe CopepxaHune nsonnasunga - ot 0,142 r no 0.152r
onpegeneHne 1 [r] 0,158 r, cuutan Ha cpeaHK Maccy OAHOW

TabneTtku
KonwnyectBeHHoe CopepxaHue atambytona ruapoxnopuaa - 0.398r
onpeaeneHwve 2 [r] o1 0,380 r oo 0,420 r, cyMTana Ha CpeaHo

Maccy oaHon TabneTtkn
KonuyecTtBeHHoe CofepxaHvue NnMpuaokcuHa rmgpoxnopuaa - 1 0.0161r
onpeaenerne 3 [r] oT1 0,0135r go 0,0180 r, cunTan Ha

CpeaHIol Maccy ofHon Tabnertkn
OaHopoaHoCTb N3oHunasunga:AV 10 eavHny < L1; rpe 1.9 %

fo3unposanusa 1 [%]

L1=15,0 %




£ aKpuxuH

FRoAM 3360TRIR O Miagax D.aTa BbiNyCKa: 2022-02-28
[aTa pacneyaTku: 2022-02-28
LIEHTP KOHTPO/1A KAYECTBA Crpanuua: 417

AO «AKPUXWUH»

Ceptudukar aHanusa Al Ne: 520 10862

MNpoaykr:
WHpekc:

Ne cepuum: 10122

CpoK roaHoCTH:

PTU3OSTAM® B6 TABJIETKIN 150 MI™ + 400 MI™ + 15 MI" N100

ISEP-0100-000 2024-01-01

Pe3ynbTaThl UCNbITaHUA

HavmeHoBaHMe Noka3aTtens

TpeboBaHWa HOPMATUBHOM AOKYMEHTaLMM

PeaynbTathl UcnbiTaHUi

OaHOpOQHOCTL
B[031poBaHnA 2 [%]

MN3oHua3unaa: AV 10 egnHuy > L1, To AV 30
eanHuy < L1 v Bce 3HadeHms Xi
yAOBMNeTBOPAT HepaBeHCTBY |[M-xi|<0,01-L2
‘M; rae L1=15,0 %, L2=25,0 %

He npumeHumo

OaHOPOAHOCTL
po3unposaHuna 3 [%)]

StambyTtona rugpoxnopuga: AV 10 eanHny
<L1; rge L1=15,0 %

1.8 %

OAaHoOpoAHOCTb
[o3npoBaHna 4 [%]

StambyTtona rugpoxsiopuaa: AV 10 egnHny,

> L1, To AV 30 eanHuy < L1 n BCe 3HayeHUA
Xi ynoBneTsopstoT HepaBeHcTBY |M-xi|<0,01-
L2-M; roe L1=15,0 %, L2=25,0 %

He npumeHumo

OpHOPOAHOCTL
Ao3nposaHna 5 [%]

MupuaokcyHa rmapoxnopuga: AV 10 eamHuy,
<L1:roe L1=15.0 %

8.0%

OanHopoaHoCTb
fo3upoBaHvA 6 [%]

MupuaokcuHa rnapoxnopuga: AV 10 eanHuy,
> L1, To AV 30 egunHuy < L1 1 BCe 3HaYeHUs
Xi ypoBneTBopsAOT HepaseHcTBy |M-xi|<0,01-
L2:M; roe L1=15,0 %, L2=25,0 %

He npumeHumo

Ynakoska

Mo 100 TabneTok B HaHky K3
noaunponuneHa nnu B 6aHky n3
NonM3TUNeHa BbICOKOro AABMEHUA WN
nonnaTuneHa Hu3koro aasnexus Mo 100
TabneTok Bo hbNakoH ANA NekapcTBEHHbIX
CpeAcTB 13 NNacTuka Kaxayto 6aHky nnn
cbnakoH BMeCTe C MHCTPYKUMEN No
NPUMEHEHWIO MOMELLIAIOT B NAYKy W3
KapToHa

Mo 100 TabneTtok B 6aHke
M3 NOSIN3TUNEHA HU3KOTO
pasneHns. Kaxaana baHka
BMeCTe C HCTPYKLUEN No
NPYMEHEHUIO NOMELLEHbI B
nauyky U3 KapToHa




&Y akpuxuH

TBOAN 3efOTRIIR O g

UEHTP KOHTPO/MA KAYECTBA

AO «AKPUXNH»

[aTa Bbinycka: 2022-02-28
[ata pacnevyaTtku: 2022-02-28
CrpaHuua: 5/7

Ceptndmkar aHanmsa Al Ne: 520 10862

Npoaykr:
WMHpekce:

Ne cepuu: 10122

Cpok rogHOCTH:

PTN3O3TAM® B6 TABNETKI 150 MI™ + 400 MI" + 15 M N100

ISEP-0100-000 2024-01-01

PesynbTaTbl UCNbITaHWIHA

HanmeHoBaHWe nokasatens

TpeboBaHWA HOPMATUBHOW AOKYMEHTALMM

Pe3ynbTaThl UCNbITaHUIA

Mapkuposka 1

MepsuyHas ynakoska (6aHka nnu cdnakoH)
Ha aTukeTke ana 6aHkn nnu chnakoHa
yKa3blBaloT NpeAanpuATUe-nponssoanTenNb,
€ro ToBapHbI 3HakK, aapec, TenedoH n
cakc, ToproBoe HauMeHoBaHWe npenapaTa
C NpeaynpeanTensHON Mapkuposkon ®,
nekapcTBeHHY0 hopMy, AO3NPOBKY,
Ha3BaHWe W cogepxaHune AeRCTBYHOWMX
BewecTs B ogHon TabneTke B
MUNAUrpaMMax, konmyecTso Tabnetok B
OAHOW YNaKoBKe, YCNOBUA XpaHEHNA,
«XpaHWTb B HEAOCTYNHOM ANA geTein
MecTe», «[nA npueMa BHYTPb»,
PerncTpaunoHHbIA HOMEp, HOMEpP cepuun,
CPOK rogHOCTM 1 chbapMakoTepaneBTUYECKYHO
rpynny

MepBu4Hana ynakoBka
(6aHka). Ha aTukeTke ana
6aHkv ykazaHbl
npegnpuaTne-npon3soanT
€fb, ero ToBapHbIA 3HaK,
aapec, TenedoH n dakc,
TOProBoe HauMeHoBaHwWe
npenapaTa ¢
npegynpeanTenbHOW
Mapkuposkon ®,
nekapcTBeHHas opMa,
[O3MPOBKa, Ha3BaHWe U
coaepxaHwe
DencTByOWNX BELWECTB B
oaHon TabneTke B
MUMNUrpaMmmax,
KonndecTso Tabnevok B
OfHOW YNakoBKe, ycrnoBus
XpaHeHus, «XpaHnTb B
HefOCTYNHOM ANS aeTen
MecTe», «na npuema
BHYTpPb»,
perncTpaunoHHbIA HoMEp,
HOMEp Cepun, CPoK
roAHOCTM 1
dhapmMakoTepanesTUYeckas
rpynna




£€) akpuxuH

P EROTRTR O gy [arta Bbinycka: 2022-02-28
[laTa pacneyaTku. 2022-02-28
LEHTP KOHTPONA KAYECTBA CrpaHuua: 6/7

AO «AKPUXUH»

Ceptudukar aHanmsa Al Ne: 520 10862

MpoayxT:
UHpekc:

Ne cepuu:; 10122

Cpok rogHocTw:

PTU3O03TAM® B6 TABINETKN 150 MI" + 400 MI" + 15 Ml N100

ISEP-0100-000 2024-01-01

PeaynbTaThl UCMLITAHNA

HawmeHoBaHMWe nokasarens

TpeboBaHUA HOPMATUBHOM AOKYMEHTALMN

Pe3ynbTaTbl UCMbITaHUA

Mapkunposka 2

BTopuyHas ynakoBka (kapTOHHas nayka) Ha
navke ykasblBatoT
npeanpuATUEe-NPoON3BoANTENDb, €ro
TOBapHbIW 3HaK, agpec, TenedoH 1 dakc,
TOProBoe HauMeHoBaHWe npenapaTta ¢
npeaynpeantTenbHon MapkMpoBkon ®,
rpynnupoBoYHoOE HauMeHoBaHWe,
nexkapcTBeHHY0 (hopMy, AO03UPOBKY,
Ha3BaHuWe 1 cogepxaHune AencTBYoLWNX
BelecTs B ogHoN TabneTke B
MUNNUrpaMMax, KoamuecTso TabneTox B
O/JIHOW yNakoBke, YCNOBUA XpaHeHus,
«XpaHUTb B HEAOCTYNHOM ANA AeTen
MecTe», yCroBua oTnycka, «na npuema
BHYTPb», PermcTpaunoHHbIi HOMep, HoMep
cepun, CpokK rogHoCTMW,
cdapmakoTepaneBTuyeckyto rpynny, «lNepen,
NPUMEHEHNEM O3HAaKOMUTLCA C
VHCTPYKUMER», N LUTPUXOBORN KOA
JononHutensHo MoryT ObiTb HaHecCeHsb!
cpeAcTBa naeHTudmkaummn

BTopuyHas ynakoska
(kapToHHas na4ka). Ha
nayke ykasaHsl
npeanpuAaTHe-Npou3BoaAunT
eb, ero ToBapHbIA 3HaK,
aapec, TenedoH n dakc,
TOProBoe HanMeHoBaHWe
npenapaTa c
npegynpeanTesibHon
MapKunposkoin ®,
rpynnnpoBoYHoe
HaVMeHoBaHwue,
nekapcTseHHan dopma,
[O3MPOBKa, HasBaHwe n
cogepxaHune
OEeACTBYIOWMX BELLEeCTB B
ogHow TabneTke B
MWNNUTPaMMaXx,
konuyecTso Tabrertok B
OAHOW yNaKoBKe, yCnoBua
XpaHeHWA, «XpaHUTb B
He4OCTYNHOM Ans geten
MecTe», yCNnoBuma oTnycka,
«[lna npuema BHyTpb»,
perncTpauuoHHbIt HOMEP,
HOMEep cepun, CpokK
roaHoOCTHN,
cdapMakoTepaneBTnyecKas
rpynna, «Mepen,
NpUMEHeHNeM
03HaKOMWUTbLCA C
VNHCTPYKLMEn», n
LUTPUXOBOW KOA,
[JononkutensHo HaHecCeHbl
cpencTBa naeHTUMnkaunn




€) aKkpuxuH

Fusan zsformtor 0 fieiitx

LEHTP KOHTPONA KAYECTBA
AO «AKPUXNH»

[arta sbinycka: 2022-02-28
[ara pacnevatku: 2022-02-28
CrpaHuua: 717

Ceptudmkar aHanmsa Al Ne: 520 10862

MNpoaykr:
NHaekc:

Ne cepuu: 10122

CpoK rogHoCTH:

PTNIOITAM® B6 TABJIETK 150 MI™ + 400 MI™ + 15 Ml N100

ISEP-0100-000 2024-01-01

Pe3ynbTaTbl UCNbLITAHWA

HavmeHoBaHWe nokasaTtena

TpeboBaHnA HOPMATUBHON [OKYMEHTaLMN

PesynbTaTh! UCNbITaHWI

XpaHeHue

B cyxoM, 3awmuieHHOM OT cBeTa MecTe npw
TemnepaType He Bbile 25 ° C

B cyxoMm, 3awmieHHom ot
cBeTa MecTe npwu
TemnepaType He Bbiwe 25
-3

C

Cpok rogHocTn 2 roga 2 ropa
McnbiTanua BbinonHens! no: J1C-002335-110912, A3m. Ne 1, 2, 3
Homep PY (Per. ya.): JIC-002335
Per. ya. oT. 12.04.2017
3akntoyeHue: cooTBeTcTByeT TpebosaHuam /1C-002335-110912, Uam. Ne 1, 2, 3
MNpoeepun Yteepawn

HavaneHuk JIKKIT1 YepHbix J1.M1.
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