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KoHTponk kayecTsa
Quality Control

Homep nacnopra:
Certificate number

Bepcus:1.0
Version

4-886-1025

1. OBWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue NpoayKLWN:
Product Name

raneyc® Tabnetkn 50 mr Ne 28

MNpoeepeHo Ha COOTBETCTBUE C:

Chechked against

NM-Ne(000761)-(Plr-RU)-240424 aneyc® tabnetku 50 mr Mogynb
Mapkuposka JM-Ne(000761)-(PMr-RU)-200723

Creundukauus kauectea Ha ansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC _FDF 00102805, sepcus 13.0

BHyTpeHHUiA Kog Homep cepumn
HepacdacoBaHHON Npoaykuun: | 42027188 HepaccpacosaHHoOM npoaykuuy PV1330
Product Cocle Bulk Batch Number Bulk
BHyTpeHHUIA Kof ynakoBaHHOW Homep cepum ynakoBaHHOM
npoAyKunu: 44068548 NPOAYKUUK: PV99441025
Product Code FDF Batch Number FDF
aTta npouMsBoAcTBa:
ﬂanufactﬂrmg Daf:l 10.10.2025
Pazmep cepuu 3a BbIMETOM
Eamep Lol 34 839 yn npo6: SRy 34 826 yn
atch Size : .
Balch size without samples
2. MONYYEHHbLIE PE3YIbTATDbI
TEST RESULTS
Ne MNokasatens* MeTtopg ucneitawunid | Tpebosanve Pesynbrar
" Parameters Analytical method / Requirement Result
BuayansHblii Benoro uBeTa Kpyrnbie rnagkue
Ot 6Genoro [0 CBETNO-KENTOro0 UBeTa | TabneTku CO CKOLIEHHbIMU Kpaamm,
Onucanue ; :
1 Appearance Kpyrnble rnagkue Ta6ne:n<u CO CKOLLEHHBIMI | C rpaB1pOBKOW «NVR» Ha oAHoi
kpasmu, ¢ rpasupoekoii «NVR» Ha opHoi | cTopoe u  «FB» Ha Apyroi
cTopoHe 1 «FB» Ha apyroi CTOpOHE. CTOPOHE.
BOXKX. Bpems yaepXuBaHWsi OCHOBHOMO
nMMKa Ha XxpomarorpaMmme WCNbITYEMOoro
pacTeopa, NPUroTOBNEHHOIO ans
KONMUYECTBEHHOro onpefeneHns, [OOMKHO
COOTBETCTBOBATL BpemeHu yaepxusaHua | CooTseTcTByeT
WaeHTrdMKaums nMKa Ha XpomaTtorpamme CTaHAapTHOro
o | Identification pacteopa 1a. Ornuuve BO BpemMeHax
yAepKUBaHMA QOIDKHO  COCTaBnATb  He
i BWMBI’HHHTHH bonee + 2,00/0.
TCX. Ha xpomarorpamme WCMbITYeMOro
pacTeopa OCHOBHOE NATHO NO NONOXeHWHo,
okpacke v BenuyuHe gomkHo | CooTBeTcTBYET
COOTBETCTBOBATL MNATHY Ha XpoMaTorpamme
CTaHAapTHOro pacreopa.
B3XKX
3 | PacTeopeHue He wmeHee 80% (Q) sunparnuntuha OT | ,qno,
Dissolution HOMUHanNLHOrO  cofepXaHua  A0MKHO
nepeiitu B pacteop Yepes 30 MUHYT
Bopa MeTog K. ®uwepa, G
4| water He Gonee 2,9 % i
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Homep nacnopra: Bepcusa:1.0
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Ne Mokazarene* Metvog ucnbitanunii | TpeGosanune PesynbTar
= Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amup): He Gonee 0,5% 208-01 — He obHapyxeHo,
n 209-01 (UMKNUYECKNIA aMUANH): 207-01 — He oBHapyxeHo;
PHMBEN Bonee 0,2% EavHnyHas Hecneuwduympyemas
5 | Impurities ;g g _ . ‘
- A — 7-01(aukeTonunepasunn): He Bonee 0,2% | npumech — He 0BHapyXeHo,
EanHuyHas Hecneuucuumpyemas npumech
- He 6onee 0,2% Cymma Bcex npumeceil — mMeHee
Cymma Bcex npumeceii - He 6Gonee 0,8% 0,1%
OpHopogHoCTL
epuHuL
g | Ao3upoBaHus PacuyeTHo-maccoBbIi AV=29
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntuH
onpenenenme | B
7 Assay Ot 95,0% po 105,0% BunaarnunTuHa ot 99,8%
i — HOMWHAaNbHOTO coAepXaHus -
Mo 14 Tabnetok B Gnuctep MAJATIITIBX 1 Mo 14 TabneTtok B 6Gnuctep
antoMUHWEBOR honbru, MNA/ANITIBX v anioMUHWEBOR
Mo 2 nnu 4 6nncTepa BMecTe C NUCTKOM- choneru,
YnakoBka
8 Packing BKNaAbILLEM B KGPTOHHYH NayKy. Mo 2 6nucrepa BmecTe C nMcTKOM-
[JonyckaeTca HannyMe KoHTpons BKNaAbILLIEM B KAPTOHHON NaYKe.
NepBUYHOrO BCKPLITUA Ha KapTOHHOW KoHTponb NepBUYHOTO BCKPLITUA
nauke. Ha KapTOHHO Nayke NPUCYTCTBYET.
MepBuYHana BHYTPEHHAA yrnaKkoBKa MepBuYHas BHYTPeHHRAA
Ha 6nuctepe yKa3biBaeTcs: ynaxkoBka
1. Toproeoe HaumeHOBaHWe npenaparta ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTensHon Mapkuposkoin ® 1. ToproBoe HaumeHoBaHWe
2. MexayHapoaHoe HenaTteHToBaHHoe npenapara ¢ npeaynpeanrensHon
HanmeHoBaHwe (nybnupyeTtca Ha MapKUpoBKoi ®
AHIMWIACKOM R3bIKE) 2. MexayHapopgHoe
3. lloroTun gepxaTtensa perncTpauvoHHOro HenaTreHToBaHHOoe HauMeHoBaHWe
yAocToBepeHns (Ha aHrnuicKoM A3bIKe) (AyBnupyeTca Ha aHrnNUicCKoM
4. llexapcTBeHHan dopma A3blke)
9 Mapkupogka 5. Josuposka 3. Norotun aepxatens
Labelling 6. Homep cepunm pPEerMcTpaumnoHHOro YA0CTOBEPEHNSA

7. aTa ncreveHns cpoka rogHocTu (B
dopmarTe: rogeH ao...)

8. [lata npoussoacTea

9. [lonyckaeTca HaHeceHWe BHYTPEHHNX
ynakoBOYHbIX KO4OB KoMnaHuu. B cnyvae
npomseoacTea Ha nnowaake OO0
«HoBapTuc Heea» Ha BnucTepe yKasbisaloT
TONMBbKO NepemMeHHble AaHHble 6es ykazaHus
npedukcos HoMepa cepui 1 AaThl
OKOHYaHWs cpoka rogHOCTH.

(Ha aHrNUIRCKOM A3bIKE)

4. llekapcTBeHHas opma

5. Doanposka

6. Homep cepuu

7. NaTta ncredeHus cpoka rogHocTu
(e chopmare: rogeH Ao...)

8. lata npou3eoAcTBa He ykasaHa
9.BHYTpeHH\E ynakoBOYHbIe Koabl
KOMMaHWK OTCYTCTBYIOT.
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Neo Mokazarens* MeToa ucnbitanuii / Tpebopanne Pesynerat
Parameters Analytical method / Requirement Result

[ata npov3BoacTBa He yKa3biBaeTcs.
BropuuyHas ynakoBka (KapToHHas nauvka)
Ha KapToHHOI nayke ykasbiBaeTca:

1. ToproBoe HaumeHoBaHWe npenapara ¢
npeaynpeaUTenbHOR Mapkuposkon ®

2. MexayHapoaHoe HenaTeHTOBaHHoe
HaumeHoBaHue (aybnupyeTcs Ha
aHrnuUiAcKom A3blke)

3. JloroTun gepxarensa perncTpauyoHHoro
yOOCTOBEPEHNsA (Ha aHrmMUACKOM A3LIKE)

4. HanmeHoBaHue gepxatensa
perncTpaumoHHOro yAoCToBEepeHNA 1
npon3BoanTENA NEKapCcTBEHHOro
npenapara (BbINyCKarLWWA KOHTPOIb
KayecTBa)

5. Agpec (cTpaHa) aepxartens
perucTpauoHHOro yA0CTOBEPEHUA U
NPON3BOAUTENS NEKapPCTBEHHOIO
npenapara (BbinycKaoLWMWA KOHTPOMb
KavecTsa)

6. NlekapcTBeHHas dopma

7. [loanpoBka

8. KonuyecTBo nekapcTeeHHOro npenapara
B yNakoBke

9. HaumeHoBaHue 1 coaepxaHne
OeCTBYIOLLero BewecTsa

10. YkazaHwe 0 coaepaHumn NaxkToabl
6e3B04HOI B Ka4YecTBe BCMOMOraTensHoro
BellecTBa U ee konudecTee B 1 TabneTke
11. YcnoBusa xpaHeHus

12. MyTb BBEAGHUSA

13. Ycnoeus otnycka

14. MNpegynpeanTensHble HaagNUCHK:
«[NopgpoBHble yKasaHns No NPUMEHEHWIO
npuBefeHbl B NUCTKE-BKNagbILLE,
«XpaHuUTL B HEAOCTYNHOM ANA AeTein
MecTe»

15. Homep cepun

16. fata npoun3ssoacTtea

17. [laTa ncreyeHuns cpok roaHocTu (B
copmarte: rogeH ao...)

18. WTpux-koa

19. [lonyckaetcsa HaHeceHne BHYTPEHHMX
YNaKkoBOUYHLIX KOA0B

20. [lononHWTeNbHO MOryT BbITe HAHECEHbI
cpedcTea naeHTugukauum ans
MOHWTOPUWHIa ABWKEHWUA NEKapCTBEHHbIX
npenapaTos OT NPoM3BOAUTENS A0

Ha Gnucrepe ansa Homepa cepuvu 1
[aTbl OKOHYaHWA cpoka roaHOCTK
yKasaHbl TOMbKO NepemMeHHblie
AaHHble Be3 ykasaHua NpeduKkcos.
[HaTa npou3aBoAcTBa He yKasaHa.
BropuuHas ynakoBka (KapToHHas
nauvka)

Ha kapToHHO nayke ykasaHo:

1. Toprosoe HauMmeHoBaHue
npenapara c npeaynpeauTensHon
Mapkuposkoi ®

2. MexayHapogHoe
HENATEHTOBaHHOE HaMMEHOBaHne
(BybnupyeTtca Ha aHrnUncKom
A3blke)

3. Norotun gepxarens
perucTpaunoHHOro y40CToOBEpPEHsA
(Ha aHrnuincKom A3blke)

4. HaumeHosaHwe aepxarens
perncTpaunoHHOro yaocToBepeHus
1 NPOM3BOAMUTENSA NEKAPCTBEHHOIO
npenaparta (BbinycKalowuia
KOHTpOIb KayecTsa)

5. Agpec (cTpaHa) gepxatens
perucTpaunoHHOro yA40CTOBEPEHNA
W NPpoOU3BOANTENA NEKapPCTBEHHOTO
npenaparta (BbINycKaoLWwuin
KOHTpOSib KayecTsa)

6. lNlekapcTeeHHas gopma

7. Josuposka

8. KonuuyecTBo nekapcTBeHHOro
npenapara B ynakoske

9. HanmeHoBaHue n coaepikanue
AelCcTBYIOLLEero BeLlecTsa

10. YkazaHue o cofepaHun
nakTo3bl 6e3B0AHON B KaYecTBe
BCMNOMOraTenbHoro BeLecTsa 1 ee
konuyecTse B 1 Tabnetke

11. Ycnosus xpaHeHus

12. MNyTb BBEAEHNA

13. Ycnosus otnycka

14. NpegynpeguTenbHbie HaANWCK:
«MoapobHble ykasaHus no
NPUMEHEHWIO NpVYBEeaEHbI B NTUCTKE-
BKNagbley», «XpaHuTb B
HEeOoCTYMHOM ANA AeTel MecTe»
15. Homep cepun

16. [lata npoussoactea
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KOHeyHoro noTpeburens (HaHeceHue 17. ata ncteyeHns Cpok rogHocTu
BO3MOXHO C MCMNONb30BaHUEM CTUKepa). (B dbopmaTe: rogeH go...)

18. Wrpux-koa

19. HaHeceHbl BHYTpeHHWe
yrnakoBOYHbIE KoAbl.

20. JononHWTENBHO HaHECEeHbI
cpencTea uaeHTugukaumm ana
MOHUTOPWHIa ABWKEHUSA
neKkapcTBEHHbIX NpenapaTos oT
Npou3BOAMTENS A0 KOHEYHOro
notpebutens (6e3 ncnonb3oBaHus
CTUKepa).

XpaHeHue

10 Storage

B opurvHansHOM ynakoeke npu TemnepaType He sbile 30°C.

Cpok rogHoCcTH
(MepuoguyHOCTL
11 | KOHTpONS) 3ropa 30.09.2028
Shelf life

requency of control)

* - MNokazatens «MukpoBuonoruyeckas YyucToTa» He ABNASTCH PYTUHHBIM METOAOM aHanM3a U MOXET OTCYTCTBOBATL B
nacnopfe KOMNaHWnn.

3. 3AKIMHOYEHUE
CONCLUSION =

JlekapcTBeHHbI npenapart Naneyc® tabnetkm 50 mr Ne 28, Homep cepum PV994 jﬂ?&coeﬁ;elc;ﬁyw
TpeboBaHMAM HopMaTUBHON AokyMeHTaLmm JTN-Ne(000761)-(PT-RU)-240424 afieye® Tabnetkv 50 _W\Mo,qynb

Mapkuposka JIM-Ne(000761)-(PT-RU)-200723. /
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HonwrocTe (Position) GO (Full name) N\ Jag TRl _._:aiure]
Version Description of change
(Bepcus) (Onucaxue vaMmeHeHWIA)
1.0 Hoebili nacnopt
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