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AHaNUTU4ECKUNiA NacrnopT Ha roToByIO NPOAYKUMIO
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KoHTpornb KavecTsa
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Homep nacnopra:
Certificate number

Bepcus:1.0

4-205-0325 y
Version

1. OBLUASA HHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npogyKumm:

Product Neme [anByc® TtabneTku 50 mr Ne 28

JIN-Ne(000761)-(PT-RU)-240424 "ansyc® tabnetkn 50 mr Moaynb
Mapkuposka JiF-Ne(000761)-(PI-RU)-200723

Cneundukaums kavectsa Ha lanByc®, Tabnetkm 50 mr Ne28, Ne56
SPEC_FDF_00102805, Bepcus 13.0

npoeepeﬂo Ha coOTBeTcTBME C:
Checked against

BHyTpeHHuit ko Homep cepumn
HepactpacoBaHHO npoaykumn: | 42027188 HepacchacoBaHHon npoaykumy PK8080
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA XO4 YyNaKOBaHHOMK Homep cepuu ynakosaHHOMN
npoayKuum: 44068548 npoayKuuK: PL20890325
Product Code FDF Batch Number FDF
aTa npousBofCTBA:
ﬂanufactBﬂng Dat(f 15.03.2025
PasaMep cepumu 3a BbiYETOM
R a8ep copyM: 35081 yn oe i iyt 35 068 yn
atch Size , .
Batch size without samples
2. NOJNYYEHHbIE PE3YNbTATbI
TEST RESULTS
Ne MNokasarensn* MeToa ucnsitanui / TpeGoBaHue PesynbTart
¥ Parameters Analytical method / Requirement Result
BuayarbHbli Benoro uBeTa Kpyrnbie rnagkue
o Ot 6Gerioro A0 CBETNO-KENTOro LBETa | TABNeTkN CO CKOLUEHHLIMU KpasiMu,
nucaHue N i
1 Appearance Kpyrrible rnagkve Ta6ne:rm CO CKOLIEHHbIMM | C FPaBUPOBKOA «NVR» Ha OAHO#
Kkpasmu, ¢ rpaeuposkoit «<NVR» Ha opHou | ctopoHe wu  «FB» Ha  gpyroi
cTopoHe n «FB» Ha apyron cTopoHe. CTOPOHE.
B3XX. Bpemsi ygepXvBaHUsi OCHOBHOrO
nMka Ha xpomarorpamme WCMbITYeMOro
pacTeopa, NpUroTOBNEHHOIO ans
KONWYECTBEHHOIo OfnpeaeneHns, AOMKHO
COOTBETCTBOBATL BpemMeHW yhaepxwmsanusi | CooTBeTCTBYET
Wneurndmkauus niaKka Ha XxpomaTtorpamme CcTaHgapTHOro
2 Identification pacresopa 1a. Otnwume BO BpemeHax
YAepXKVBaAHWS [OOMPKHO COCTaBnsiTb  He
- BungarnunTu Gonee + 2,0%.
TCX. Ha xpomarorpamme WCMLITYEMOrO
pacTeopa OCHOBHOE MATHO MO NOMNOXKEHMIO,
okpacke " BESMYMHE pormkHo | CooTBeTcTRYET
COOTBETCTBOBATL NATHY Ha XpoMaTorpamme
CTaHAapTHOro pacTeopa.
B3O»XX
3 | PacTBopenue He wmeHee 80% (Q) swungarnwnTuHa oT 100%
Dissolution HOMWHanNbHOr0  CoAdepXXaHus  OOKHO
nepenTu B pactsop vepes 30 MuHyT
4 Boga MeTop K. duwepa, 2 0%
Water He 6onee 2,9 % '
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AHanuTU4eCcKuil NacropT Ha roTOBYI0 NPOAYKLUIO
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KoHTpons kayecTsa

Quality Control
Homep nacnopTa: Bepcus:1.0
Certiﬁcapte numberp 4-205-0325 VerFs)ion
Ne Mokaszarens* MeTtopa ucnbitaHus / TpeboBanune PesynkTar
3 Parameters Analytical method / Requirement Result
BOXX 202-01 — meHee 0,1%;
202-01 (amug): He Bonee 0,5% 209-01 — He o6HapyXeHo,
n 209-01 (umknuueckuit aMuanH): 207-01 — He oBbHapyxeHo;
pumMecH =
5 | Impurities He 6onee 0,2% EavHnurHas Hecneuudumpyemas
207-01(gukeronunepasyH): He Gonee 0,2% | npumech — He OBHapYyXeHO;
- BungarnuntuHa
EavHMuHaa Hecneuuduumpyemas npumech
- He Gonee 0,2% Cymma Bcex npumeceil — meHee
| Cymma Bcex npumecen - He Gonee 0,8% 0,1% =
OaHopogHOCTL
eauHuL
g | Ao3npoBaHus PacueTHo-MaccoBbIv AV=29
| Uniformity of dosage | AV 15,0 .
units
-BunparnuntuH \ I s ]
o> | B2%x
7 Assay 071 95,0% go 105,0% sunparnuntuHa ot 102,0%
| - Bunarmnman HOMVI.HaHbHOI'O coepxaHus . |
Mo 14 Tabnerok B 6rvctep NA/ANIMBX n Mo 14 Tabnetok B 6GnucTep
| anioMuHUeBon onsru. MA/AJI/NBX u anomuHneBon
|y Mo 2 nnu 4 6nuctepa BMECTE C NINCTKOM- hbonsry.
g | Jnakoska BKNaAbILLIEM B KAPTOHHYIO Nayky. Mo 2 6riucTepa BMECTe € JIMCTKOM-
| Packing y Ky P =
Jonyckaetca Hanume KoHTpona BKNafbilUeM B KAPTOHHOMN Navke.
NepBUYHOrO BCKPbITUSt HA KAPTOHHON KOHTpOsb NepBUYHOrO BCKPLITUA
navke. Ha KApTOHHOW NnaJke NpucyTCTBYET.
lMepBUYHAA BHYTPEHHSAA yNaKoBKa MepBU4Has BHYTPEHHARA
Ha 6nuctepe ykasblsaeTcs: ynakoBka
1. Toprosoe HaumveHoBaHWe npenapara c Ha 6nucrepe ykasaHo:
fipegynpeanTesicHon Mapkuposkon ® 1. Toprosoe HaumeHoBaHue
‘2. MexayHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHon
HauMeHoBaHue (aybnupyetcs Ha Mapkuposkoil ®
aHFMNMIACKOM A3bIKE) 2. MexayHapoaHoe
3. NoroTun gepxaTtens perncTpauMoHHoro | HenaTteHToBaHHOe HauMeHoBaHue
| YOOCTOBEPEHWUS (Ha aHINNIACKOM S3bIKE) (ay6rmpyeTcs Ha aHINIAACKOM
' 4, llekapcTBeHHan dopma A3bIKe)
9 MapkupoBka 5. [loanpoBka 3. JloroTun pepxatens
Labelling 6. Homep cepun PEerucTpaLMoHHOro y/0CTOBEPEHUsi

7. OaTta ucreueHns cpoka rogHocTy (8
chopmare; rogeH 4o...)

8. NlaTa npoussoacTsa

9. NornyckaeTrcs HaHeceHe BHYTPEHHUX
yNakoBOYHbIX KOJOB Komnanuun. B cnyyae
npoussoacTea Ha nnowaake OO0
«HoeapTuc Hesa» Ha bnvcTepe ykasbiBaloT
TOJIbKO NEPEMEHHbIE AaHHbIe 6e3 ykasaHus
npeguKCoB HoMepa cepun 1 Aathbl
OKOHYaHWSA CpOKa rogHOCTHY.

(Ha aHrNACKOM A3LIKE)

4. [lekapcTeeHHan dopma

5. [losupoeka

6. Homep cepumn

7. Jara ncreueHusi cpoka rogHoCTH
(B chopmare: rogeH Ao...)

8. [lata npounsBoacTsa He yKasaHa
9.BHyTpeHHNE yNakoBOUHbIE KOAI
KOMMNaHWN OTCYTCTBYIOT.
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Ne Mokasarennb*® MeTon ucnuiTannin / TpeGoBanne PeaynbTar

o Parameters Analytical method / Requirement Result

[ara nponssoAcTBa He yKa3biBaeTCH. Ha Bbnucrepe Ans Homepa cepuv 1
BropuuHas ynakoBKa (KapTOHHasA navka) | AaTsl OKOHYaHWA CpoKa rogHOCTU
Ha kapTOHHOI Nayke ykasbiBaeTca: YKa3aHbl TOMbKO NEPEMEHHBIE
1. Toprosoe HaumeHoBaHWe npenapara ¢ OaHHble 6e3 ykasaHusa npeduKcos.
npeaynpeavuTenbHON Mapkuposko ® [ara npousBoacTea He yKasaHa.
2. MexayHapopHoe HenaTeHToBaHHoe BropuyHas ynakoBka (KapToHHas
HanMmeHoBaHue (aybnupyeTtcs Ha nayka)
AHITIMIACKOM A3bIKEe) Ha KapToHHOI Nadke yKasaHo:
3. llorotun pepxatena peructpaumoHHoro | 1. Toprosoe HauMeHoBaHue
YAOCTOBEPEHUSA (Ha aHrMMACKOM A3biKe) ripenapara ¢ npeaynpeanTensHo
4. HavmeHoBaHue aepxarens MapKupoekon ®
perncTpauuoHHOTO Y0CTOBEPEHNS U 2. MexpaynapogHoe
NPOU3BOAUTENSA feKapCTBEHHOIO HenaTeHTOBaHHOE HauMeHoBaHue
npenapara (BbiNyCKaloLWWA KOHTPOIb (ay6nmpyeTcs Ha aHTNIUACKOM
KavecTsa) A3bIKE)
5. Agpec (cTpaHa) gepxarens 3. llorotun gepxarens
perncTpaLyoHHOTO Y 1OCTOBEPEHNS 1 PEerncTPaLMOHHOTO YA0CTOBEPEHWS!
NPOU3BOAUTENA NeKapCTBEHHOro (Ha aHTTMIACKOM $13bIKE)
npenapara (BbiMyCKatoLUiA KOHTPOIb 4. HanmeHoBaHue gepxartens
KayecTBa) PerncTpaunoHHoro y40CToBepeHus
6. JlexapcTBeHHas dopma W NPOU3BOAUTENS NEKAaPCTBEHHOIO
7. Hosuposka npenapara (BbiNycKatowmni
8. KonnuecTso NeKapCTBEHHOTO Npenaparta | KOHTPOsb KayecTsa)
B YNaKoBKe 5. Agpec (cTpaHa) gepxarens
9. HanmeHoBaHue 1 cogepxaHve PErncTpaLuoHHOro y40CToOBEpeH s
JeicTaylowero selecTsa 1 NPOU3BOANTENA NEKAPCTBEHHOrO
10. YKasaHue 0 coaepxaHun naxkrosbt npenapara (Bbinyckaowui

6e3B04HON B Ka4ecTBe BCOMOraTesIbHOro | KOHTpOMb KavyecTsa)
BelllecTsa W ee konuuecTse B 1 Tabnetke 6. llekapcTBeHHas dopma

11. Ycnosua xpaHexust 7. DosvpoBka

12. MyTb BBEACHUA 8. KonvnyecTBO 51€KapCTBEHHOIO
13. Ycnosust otnycka npenapara B ynakoBke

14. MNpepynpeauTernsHbie HALANUCK: 9. HanmeHoBaHve 1 coaepxaHne
«MoppobHbie ykasaHusa no NPUMEHEHUIo JencTByioLero seLlecTsa
npuBeaeHbl B IUCTKE-BKMaabILLIe», 10. YkasaHune 0 cofemKaHnm
«XpaHWUTb B HEAOCTYNHOM AnA JeTed naktosbl 6e3804HOM B kKayecTee
MecTe» BCOMOraTesnibHOro BEeLLeCTsa U ee
15. Homep cepumn konunuecTee B 1 TabneTtke

16. [lata npoussoacTea 11. Ycnoeua xpaHeHust

17. lata ucteueHms Cpok rogHoOCTH (B 12. lNyTb BBEACHUA

dopmate: rogeH ao...) 13. Ycnosua oTnycka

18. lWWitpux-kon 14. MNpeaynpeautensbHbie Haanuew:
19. JonyckaeTca HaHeCceHne BHYTPEHHUX «MogpoBHele ykasaHusa no
YyNaKoOBOYHbLIX KOA0B NPUMEHEHUIO NPUBEAEHE! B FINCTKE-
20. [JJononHuTeNsHo MOTYT GbiTh HAHECEHB! | BKNaAbiLLe», «XpaHuThb B

cpefcTea uaeHTudukaLmm ans HeAOCTYNHOM 455 IeTEN MecTe»
MOHUTOPUHIa ABWKEHUSI NEKapCTBEHHBIX 15. Homep cepun

npenaparoe oT npoussoanTens ao '16. [lata npon3BoAcTBa
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Quality Control
Homep nacnopra: 4-205-0325 Bepcus:1.0
Certificate number Version
Ne Moxasarens* MeTton ucnbitanuit / TpeboBarne PesyneTar
Parameters Analytical method / Requirement Result
KOHeuHoro notpeburens (HaHeceHue 17. [Jata ucreyeHnsa CpoK rogHoCTU
BO3MOXHO C UCTIONb30BAHUEM CTUKEPA). (B chopmare: rogeH no...)
18. Witpmx-koq
19. HaHeceHbl BHyTpeHHue
yNaKoBOUHbIE KOAbI.
20. [lononHutensHO HaHeceH bl
CpeacTBa UaeHTUdUKkaumn ana
MOHUTOPUHTa ABWDKEHUS
NeKapeTBEHHbLIX NIpenapaTos oT
Mpon3BOAUTENSA A0 KOHEUYHOro
norpeburens (6e3 ucnosib3oBaHuA
o CTUKepa). .
10 )épaHeHMe B opurMHansHOi yrnakoske npu Temnepartype He sbilte 30°C.
torage
CpoK rogHOCTH
(MNepuognuHoCTb
11 | KoHTpoOns) 3ropa 29.02.2028
Shelf life
requency of control)

* - Mokasatenb «MMKpOﬁMOJ‘IOI’M‘-IeCKaH YUCTOTAY HE ABNSASTCH PYTUHHBIM METOAOM aHannsa u MOXeT OTCYTCTBOBaTL B

nacnopTe KoMnaHum.

3. 3AKINOYEHUE
CONCLUSION

TekapcTBeHHbIN Npenapat Mansyc® TabneTkn 50 mr Ne 28, Homep cepum PL20890325 cooTeTCTBYET
TpeBoBaHuAM HopMaTuBHOM AokymerTaumm JIM-Ne(000761)-(Pr-RU)-240424 ansyc® TabneTku 50 mr Mogay b
Mapkuposka JIM-Ne(000761)-(PT-RU)-200723.

. ]
KoopawHatop hramko- gy~ 2 :
YTBEPAMR | i croi naGopaTopuy Cryuarko O0.C. | A 5. 0% Kk M A~ E4r
Approved by 5
an BY
Version Description of change
(Bepcuist) (OnucaHne nsMeHeHni)
1.0 Hoseblll nacropt
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