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KoHTponb kayecTea
Quality Control

Bepcus:1.0
Version

Homep nacnopra:

Certificate number 4-916-1025

1. OBWASA MHDPOPMALIKA
GENERAL INFORMATION

HaumeHoBaHue npogykuun:

Product Name Maneyc® Tabnetkn 50 mr Ne 28

JIMN-Ne(000761)-(PI-RU)-240424 M'aneyc® tabneTku 50 mr
Mogayne Mapkuposka I11-Ne(000761)-(PI-RU)-200723
Cneundwmkauun kadectsa Ha Maneyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

MNpoBepeHo Ha COOTBETCTBUE C:
Checked against

BHyTpeHHWA Kopg, Homep cepuun
HepacdacoBaHHoM npoaykuuu: | 42027188 HepacdpacoBaHHoi npoaykumy PV7045
Product Code Bulk Batch Number Bulk
BHyTpeHHMI Kog ynakoBaHHOW Homep cepumn ynakoBaHHOM
npoayKuuu: 44068548 npogyKuuu: PW69251025
Product Code FDF Batch Number FDF
arta npou3BoAcTEa:
ﬂaﬂufacfgﬁng Jrla!\;;II 20.10.2025
Pazmep cepuu 3a BbiYeTOM
gasme_p capo- 34787 yn npo6: B 34774 yn
atch Size | ]
Batch size without samples
2. NMONYYEHHbIE PE3YNLTAThI
TEST RESULTS
Ne MNMokasarenb* MeTtopg ucnbitanuit / TpeGoBaHue Pezynbrar
Parameters Analytical method / Requirement Result
BuayanbHbIi Bernoro ueeta Kkpyrnble rnagkve
o Ot Genoro 40 CBETNO-KENTOro LBeTa | TaGNeTKU CO CKOLIEHHLIMM Kpasmu,
nucaxHue o g
1 Appearance Kpyrnble rnagkue TaﬁnEIKM CO CKOLUEHHbIMM | C TPaB1pOBKOIA «NVR» Ha opgHol
kpasmu, ¢ rpasuposkoin «NVR» Ha ogHoin | ctopoHe u  «FB» Ha pgpyron
cTopoHe 1 «FB» Ha Apyroii cTopoHe. CTOpOHE.
B3XX. Bpemsa yaepxuBaHWA OCHOBHOro
nvKa Ha XxpomaTtorpamme MUCNbITYemoro
pacTeopa, NPUroToBNEeHHOro Aana
KONUYECTBEHHOrO ONpeAeneHns, AOMMKHO
COOTBETCTBOBaTb BpemeHW YyaepxuBaHusa | COOTBETCTBYET
WaenTudukaums nMKa Ha xpomaTtorpamme CTaHAapPTHOMO
o | Identification pacteopa 1a. OTnuume BO BpemeHax
YOepXKUBaHUA AOMKHO COCTaBNATb He
- Bmmarnmn-rw“ Bonee + 2.00/0‘
TCX. Ha xpomartorpamme MCMbITYemMoro
pacTBopa OCHOBHOE NATHO MO NOMOXEHWIO,
okpacke " BeNUYnHe fomkHo | CootBeTcTRYET
COOTBETCTBOBATL NATHY Ha XpoMaTtorpammve
CTaHapTHOro pacTeopa.
B3OXX
3 | PactBopenue He wmenee 80% (Q) BungarmunTvHa oT 101%
Dissolution HOMUHANLHOTO  COAepXaHust  AOMKHO
nepewTn B pacteop 4Yepes 30 MUHYT
4 Bopa MeTtog K. ®uwepa, 2 4%
Water He Gonee 2,9 % ;
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KoHTponk kayecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Cefﬁﬁcap!‘e numberp 4-916-1025 Ver‘s).l‘on
Ne lNMokazaTens* MeToa ucnbiTaHuii / Tpe6oBaHue PesynsTar
Parameters Analytical method / Requirement Result
B3XKX 202-01 - He oBHapyxeHo;
202-01 (amug): He 6onee 0,5% 209-01 — He oBHapyxeHo;
MNpumecn 209-01 (UMKNUYecKuin amuauH): 207-01 — He o6HapyxeHo;
5 | Impurities He 6onee 0,2% EavHnynaa  Hecneuuduumpyemas
B S — 207-01(pukeTonunepasauH): He Gonee 0,2% | NpUMECH — HE OBHapYKEHO:
EavHuyHas Hecneuvuumupyemas npumecs
- He bonee 0,2% Cymma Bcex npumecedt - He
Cymma Bcex npumecei - He Gonee 0,8% ofBHapyxeHo
OgHopogHOCThL
eamuHuL
g | Ao3npoBaHus PacuyeTHo-maccoBblii AV=2 0
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntiH
i | B
7 Assay Ot 95,0% go 105,0% sungarnunTuHa ot 100,4%
< Yo d— HOMWHArBHOrO CoAepXaHusa

8 Ynakoeka

Mo 14 Tabnetok B Gnuctep MNA/AN/MBX u
anoM1uH1eBoin donbri.

Mo 2 unn 4 Gnnctepa BMeCTe ¢ NUCTKOM-
BKNagbllem B KapTOHHYIO NadKy.

Mo 14 TabneTok B8 6nucTep
NA/ANIMBX w1 anioMuHneBoi
thonbru.

Mo 2 6nuctepa BMECTe C NUCTKOM-

Packing .
[onyckaeTca Hanuuue KoHTpoONA BKNagbllleM B KAPTOHHOI nauke,
NepBUYHOrO BCKPLITUA Ha KAPTOHHOM KoHTponb NepeUYHOro BCKPLITUS
navke. Ha KapTOHHOW Nayke NpucyTCTBYeT.
lNepBUYHan BHYTPEHHANA YNaKoBka lNMepBUYHAA BHYTPEHHAR
Ha 6nucTepe ykasbiBaeTcs: ynakoBKa
1. ToproBoe HaumMeHOBaHWe Npenapara ¢ Ha 6nucrepe ykasaHo:
npegynpeauTenbHoi MapKkupoBKoi ® 1. Toprosoe HavmeHoBaHue
2. MexayHapoaHoe HenaTeHTOBaHHOe npenaparta c npeaynpeauTensHomn
HaumeHoBaHwe (aybnupyeTcs Ha MapKUpoBkoii ®
aHrmnninckom s3blke) 2. MexayHapogHoe
3. lloroTun gepxaTtens perucTpaUMoHHOrO | HemaTeHTOBaHHOE HaUMEHOBaHWE
YAOCTOBEPEHUSA (Ha aHINNIACKOM A3LIKE) (nyBnupyeTcs Ha aHrNMACKOM
4. lNekapcTBeHHas dopma A3bIKE)

9 Mapkupogeka 5. [loanposka 3. lloroTun aepxarens
Labelling 6. Homep cepun PerncTpaunoHHoOro ya0CTOBEpEeHns

7. [lata ucteueHuna cpoka rogHocTu (B
dopmarte: rogeH ao...)

8. [laTta npoussoacTea

9. onyckaeTc HAHECEHUE BHYTPEHHIX
YNakoBOYHLIX KOAOB KOMNaHuu. B cnyvae
npon3soacTea Ha nnowaake Q00
«HoBapTuc HeBa» Ha Gnucrepe ykasbiBaioT
TONbKO NepemMeHHble AaHHble 6e3 ykasaHus
npedukcos HoMepa cepun 1 aaTbl
OKOHYaHWA CpoKa rogHOCTY.

(Ha aHrnuiickom s3biKe)

4. llexapcTBeHHas dopma

5. Josunposka

6. Homep cepum

7. [JaTta ucteveHus cpoka rogHocTn
(B dhopmare: rogeH go...)

8. [lata npon3aBoAcTBa He ykasaHa
9.BHyTpeHH1e YNaKkoBoYHbIE Ko
KOMNaHWW OTCYTCTBYIOT.
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Ne MNokazarens* Metopa ucnbiTaHuii / TpebosaHue PesynwTar
Parameters Analytical method / Requirement Result

[ata npoussoacTBa He yKasbiBaeTcs.
Bropu4Has ynakoBka (KapTOHHas nayka)
Ha kapToHHOW nayke ykasblBAETCA:

1. Toproeoe HaumeHoBaHWe npenapara ¢
npeaynpeauTenbHoN MapkupoBkoin ®

2. MexgyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHwe (aybnupyeTca Ha
aHrMUIMCKOM A3biKe)

3. llorotn aepxarens perncTpauuoHHOro
YAOCTOBEPEHUS (Ha aHrMMIACKOM sA3bliKe)

4. HaumeHoBaHve gepxarens
perucTpaLuoHHoOro yA0CTOBEpEeHUs 1
NPOW3BOAMTENSR NEKAPCTBEHHOIO
npenapara (BbINyCKaloLWMiA KOHTPONb
KavecTsa)

5. Appec (cTpaHa) gepxartens
pervcTpaLyoHHOro yA0CTOBEPEHUSA U
npou3BoAuUTENsA NeKapCTBEHHOro
npenapata (BbiNyCckaloLWmii KOHTPOMNb
KavecTsa)

6. lekapcTBeHHasn cdopma

7. Joanpoeka

8. KonuyecTeo nekapcTBeHHOro npenapara
B ynaKkoBke

9. HaumeHoBaHWe u cogepxaHue
AefcTBYIOLWEero BeWecTea

10. YkasaHue o cogepxaHuy NakTosbl
6e3B04HON B KAYECTBE BCMNOMOraTesrisHoro
BellecTsa 1 ee Konuyectee B 1 TabneTtke
11. Ycnosus xpaHeHus

12. MyTL BBEOEHNKA

13. Ycnosua otnycka

14. MpepynpeautensHblie HAANUCH:
«[MoapobHble ykazaHus No NPUMEHEHUI0
npvBeaeHbl B NACTKE-BKNaAbILLED,
«XpaHUTb B HEAOCTYNHOM ANs AeTei
mecTe»

15. Homep cepun

16. [lata npouseoacTBa

17. lata ucreyeHus cpok rogHocTu (B
chopmare: rogeH go...)

18. Ltpux-koa

18. [JonyckaeTcA HaHeCEeHWEe BHY TPEHHUX
YMaKoBOYHbIX KOL0B

20. JononH1TenbHO MOryT BbiTk HAHECEHBI
cpeacTBa uaeHTUUKaumMm ans
MOHWUTOPUHIa ABUWKEHUS NEKAPCTBEHHbIX
npenapartos OT Npou3BoAUTENA [0

Ha 6nuctepe ans Homepa cepum u
AaTbl OKOHYaHUS CpoKa roAHOCTU
yKasaHbl TONIbKO NepemMeHHbIe
AaHHble 6e3 yKkasaHus npegukcos.
Harta npou3BoACTBa He yKkaszaHa.
BropuyHasa ynakoBKka (KapToHHas
nayka)

Ha KapToHHOI nayke yKkasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHomn
MapKupoBKoi ®

2. MexayHapopgHoe
HenaTeHToBaHHOE HaUMeHOBaHWe
(ayGnupyeTtca Ha aHrnuiickom
A3bIKe)

3. NNoroTun gepxarens
PErncTpaunoHHOro yA0CTOBEPEHNS
(Ha aHrnuickom A3blke)

4. HavmeHoBaHWe gepxartens
PErMcTpPaunoHHOTo YAOCTOBEPEHNS
1 NPOU3BOAUTENSR NEKAPCTBEHHOrO
npenapara (BbinycKaowmi
KOHTPOMb Ka4yecTBa)

5. Aapec (cTpaHa) gepxartens
perncTpauvoHHOro yaoCcToBEpeHs
1 NPOWN3BOAUTENS NEeKapCTBEHHOro
npenapaTa (BbinycKaoLnin
KOHTPOMb KavyecTsa)

6. llekapcTeeHHas dopma

7. OoavpoBka

8. Konuuectso nekapcteeHHOro
npenapara B ynakoske

9. HaumeHoBaHue 1 coaepxaHue
OefCTBYIOLIEro BeLecTsa

10. YkasaHue o cogepxaHuu
naKTo3bl 6e3BOHON B KayecTee
BCMOMOraTenbHOro BeLlecTsa u ee
Konuuectee B 1 Tabnerke

11. Ycnoeus xpaHeHus

12. MNyTb BBEAEHUA

13. Ycnosus oTnycka

14. MNpepynpepuTensHble HAANWCK:
«lMoapoBHble ykasaHus no
NPUMEHEHUIO NPUBEAEHBI B NUCTKE-
BKNagblle», «XpaHuTb B
HeJoCTyNHOM ANA AeTen Mecre»
15. Homep cepuu

16. [lata npousBoacTBa
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Ne Mokasarenn* MeTtoa ucneitanui / TpeGoBaHue Pesynbrar
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KoHeyHoro noTpeburensa (HaHeceHne 17. JaTa ucteyeHms cpok rogHocTm
BO3MOXHO C UCMONb30BaHMEM CTUKEpPa). (e dhopmare: rogeH go...)
18. Wrpux-kon
18. HaHeceHbl BHyTpeHHUe
YNaKoBOYHbIE KOAbI.
20. lononHUTenNbHO HaHeCEeHbI
cpepcTsa naeHTurkauum ana
MOHWTOPUHIa ABUXEHUA
nekapcTBeHHbIX Npenaparos ot
NPoW3BOAWUTENS 4O KOHEYHOTO
notpebutens (6e3 ucnonssosaHus
CTUKepa).
10 ég:;;ne B opurvHansHoii ynakoBke npu Temneparype He sbite 30°C.
Cpok rogHocTH
(NepuoanvHocTL
11 | KOHTpoOnS) 3 roga 30.09.2028
Shelf life
requency of control)

* - MNokaszatens «MukpoBuonoruieckas YuCToTa» He ABNAETCA PYTUHHBIM METOZOM aHaNN3a n MOXeT OTCYTCTBOBATHL B
nacnopTe KoMnaHuu.

3. 3AKMKOYEHUE
CONCLUSION

NekapcTBeHHbIi npenapat Maneyc® Tabnetku 50 mr Ne 28, Homep cepun PW69251025 COOTBETCTRYET
TpeBoBaHUAM HOpMAaTUBHOI [oKyMeHTauwvm JTM-Ne(000761)-(PI-RU)-240424 laneyc® rabnetku 50 mr Mogynb

Mapkmposka JIM-Ne(000761)-(Pr-RU)-200723.
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