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Certificate number
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Bepcua:1.0

Version

1. OBLLASI UHOPOPMALLIUA
GENERAL INFORMATION

HaumeHoBaHue nponyKunn:
Product Name

lFaneyc® tabnetku 50 mr Ne 28

MpoeepeHo Ha COOTBETCTBME C:

Checked against

JIM-Ne(000761)-(Pr-RU)-240424 ManByc® Tabnetkun 50 mr Moaynb
Mapkuposka JIMN-Ne(000761)-(P-RU)-200723
Cneuudukauus kavectsa Ha Mansyc®, TabneTku 50 mr Ne28, Ne56
SPEC_FDF 00102805, Bepcust 13.0

BHyTpeHHUiA koA Homep cepun
HepaccacosaHHol npoaykumu: | 42027188 HepacthacoBaHHOI npoaykuuy PK8077
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KO4 YNaKkoBaHHOMN Homep cepuu ynakoBaHHOM
npoaykuun: 44068548 npoayxumn: PL20860325
Product Code FDF Batch Number FDF
aTa npou3BoACTBa:
ﬂanufactgring Dam;'q 15.03.2025
Pasmep cepum 3a BbIYETOM
gasmep SR 35176 yn npo6: 5 35163 yn
afch Size i .
Batch size without samples =
2. NMONYYEHHBIE PE3YNbTATbI
TEST RESULTS
Ne MNokazarenn* Mertop ucnbitanumii / TpeGoBanue PesynsTat
T Parameters Analytical method / Requirement Result
BusyanbHbii Beroro uBera kpyrnble rrnagkve
o Ot ©Oenoro [0 CBETNO-XENTOrO LBETa | TabneTku co CKOLUEHHBIMU Kpasmu,
nucaHue . N
1 Appearance Kpyrnbie rnagkue TaGJ'Ie:I'KM CO CKOLUEHHBIMU | C FPABMPOBKOIA «NVR» Ha 0AHOM
Kpasimi, ¢ rpasuposkoit «NVR» Ha ogHoi | ctopoHe u  «FB» Ha gpyroi
cTopoHe v «FB» Ha apyroi cTopoHe. CTOpOHE.
B3»XX. Bpewmst yaepXvBaHUs OCHOBHOIO
AMKa Ha XpomaTorpamme WUCHbITYeMoro
pacTBoOpa, NpUroToBrEHHOIO ans
KONMWYECTBEHHOTO ONpeneneHns, AOSMKHO
COOTBETCTBOBaTL BpemeHn yaepxusaHus | CooTBeTCTBYET
WUpeHTudbMKaLmst nMMKa Ha XxpomarorpaMmme CTaHAapTHOro
> | Identification pacteopa 1a. OTnuume BO BpemeHax
YASPXKMBAHUA  OOSKHO COCTaBnATb He
- BungarnuntuH Gonee + 2,0%.
TCX. Ha xpomatorpamMme WCMLITYEMOrO
pacTeopa OCHOBHOE FMATHO NO NOMOXEHMIO,
oKpacke " BenuumHe ponxHo | CooTBeTcTBYET
COOTBETCTBOBATL NATHY HA XpoMaTorpaMme
cTaHgapTHOro pacreopa.
BOXKX
3 | PacTBopenue He menee 80% (Q) sungarnunTuHa oT 98%
Dissolution HOMUHAaNbHOrO  COAEpPXaHus  OOJKHO
nepewTy B pacteop Yepea 30 MuHyT
4 Bopa Metopn K. Ouiwepa, 21%
Water He Gonee 2,9 % '
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Parameters Analytical method / Requirement Result
B3KX 202-01 - 0,1%;
202-01 (amup): He Gonee 0,5% 209-01 - He oBHapyxeHo;
n 209-01 (Lumknmyeckuii amnauH): 207-01 — He oBHapyxeHo;
EUmMech % EanHndHas  Hecneundmumpyemas
5 | Impurities 287682'% O TS 20 A .py
P —— -01(avkeTonunepasmt): He Gonee 0,2% | npumecs ~ He obHapyKeHO;
EpnHnuHan HecneuudbmLmpyemas npumecs
- He 6onee 0,2% Cymma Bcex npumeceii — 0,1%
| Cymma Bcex npumeceit - He Gonee 0,8% —
OpHopopgHoCcTh
eauHUuY
g | Ao3npoBaHua PacueTHO-MaccoBbIl AV=2 6
Uniformity of dosage | AV < 15,0 ;
units
-Bungarnuntud i
KonuyectBeHHOe BIKX
7 Zggae;eneﬂue Ot 95,0% po 105,0% sungarnuntuHa ot 101,0%
- BURAArANTIAH HOMMWHanNLHOTO COAEPKaHmst _ |
Mo 14 TabneTok B GrmcTtep MA/AN/MBX 1 Mo 14 TaGnevok B 6nuctep
anoMMHueBon onbru. NMA/AJINBX v anioMuRnesoii
y Mo 2 vnu 4 6nuctepa BMecTe C NUCTKOM- dornbru.
nakoBKa
8 Packing BKNaAbILLEM B KAPTOHHYIO Navky. Mo 2 6rimcTepa BMecTe ¢ NUCTKOM-
HonyckaeTca Hanuime KoHTponst BKAa/bILLEM B KAPTOHHOM Nauke.
NepBMYHOro BCKPLITUSA HA KAPTOHHOM KoHTponk nepeuyHOro BekpbITS
nauke. ‘Ha KAPTOHHOW Nayke NPUCYTCTBYET.
MepBuyHasi BHYTPeHHAs ynakoBka MepBuYHan BHYTPEHHAS
Ha 6nucrepe ykasbiBaercs: ynakoBKa
1. ToproBoe HaumeHoOBaH1e npenapara ¢ Ha 6rmcrepe ykasaHo:
npeaynpeauTensHon MapKkupoBKoi ® 1. ToproBoe HaMmeHoBaHNe
2. MexayHapogHoe HenaTeHToBaHHoe npenaparta c npeaynpeanTensHon
HavmeHosaHue (aybnupyeTcs Ha MapKupoBskoi ®
aHrIMIACKOM A3LIKE) 2. MexgyHapogHoe
3. Jllorotun fgepxatens perucTpauroHHOro | HeraTeHTOBaHHOE HauMeHOBaHMe
yAOCTOBEPEHUSA (Ha aHIMIACKOM A3bIKe) (ayGnupyeTtca Ha aHrnMiACKom
4. JlekapctBeHHas dopma A3bIKe)
9 MapkupoBka 5. NoaupoBka 3. NNorotnn pepxarens
Labelling 6. Homep cepuu perncTpaumoHHOro y40CToBepeHUs
7. JaTa ncreveHns cpoka rogqHocTy (B (Ha aHrnuckom s3bike)
dopmare: rogeH fo...) 4. IexapcTeeHHas opma
8. llata npoussopctea 5. [losmposka
9. llonyckaeTca HaHeceHwe BHYyTPEeHHNX 6. Homep cepum
yRnakoBoUHbIX KOAOB KOMMaHuW. B cnyvae 7. [laTta ncteuenun cpoka roaHoCTH
npounssoacTea Ha nnowagke OO0 (B cpopmare: rogeH fo...)
«HoBapTuc Hesa» Ha GnucTepe ykassiBaioT | 8. [lata Npon3soacTsa He yKasaHa
TOMNbKO NepemeHHbie AaHHbie 6es ykasaHus | 9.BHyTpeHHue ynakosouHble Kogpl
npedukcos Homepa cepun 1 Jathbl KOMMaHuu OTCYTCTBYIOT.
OKOHYaHUs CpoKa rogHOCTH.
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Hata nponssoacTBa He YKasbIBAETCH.
BropuuHas ynakoBka (KapTOHHasi nauka)
Ha kapToHHOI navke ykasblBaercs:

1. Toprosoe HaMMeHOBaHWe npenapara ¢
npeaynpeanTenbHON Mapkuposkoi ®

2. MexgyHapoaHoe HenaTeHTOBaHHOe
HanmeHoBaHWe (aybnupyercst Ha
aHIMVACKOM S3biKE)

3. Ilorotun pepxarens percrpalnoHHoro
yAOCTOBEPEHNA (Ha aHrMNCKOM fA3blke)

4. HavmeHoBaHue pepxarens
perncTpaLmoHHoro ya40CcToBepeHns u
npouseoauTens nekapcTBeHHoro
npenapara (BbinyCcKaloWmiA KOHTPOrb
KayecTsa)

5. Aapec (cTpaHa) gepxarens
PErucTpaLMoHHOro YA0CTOBEPEHNS W
APOU3BOAWUTENS NIeKapCTBEHHOro
npenapara (BbinyckaloLWwuii KOHTPOIb
KavecTsa)

6. JlekapcTBeHHas thopma

7. Nosnpoeka

8. KonuyecTso nekapcTeexHOro npenapara
B yrnakoske

9. HaumeHoBaHue ¥ cogepxaHue
NeiCcTBYIOLLEero BellecTsa

10. YKasaHue o cogepxaHuu NakTosb
6e3BOHON B Ka4eCTBE BCNOMOraTefbHOro
BellecTBa u ee konuyectee B 1 Tabnetke
11. Ycnosus xpaHeHus

12. Nyt BBEACHUSA

13. Yenosusa otnycka

14. MNpepynpenuTenbHsle HagNUCK:
«ToapoGHbIe YkasaHus No nNpuMeHeHuo
npusenetbl B FIMCTKE-BKNagbILEY,
«XpaHWUTb B HEAOCTYMHOM ONsi AieTel
MecTe»

15. Homep cepun

16. lata nponsBoacrsa

17. [lata ncredeHns cpok rogHoCTY (B
topmare: rogeh Jo...)

18. Wrpux-kop,

19. [lonyckaeTcs HaHeceHNe BHYTPEHHUX
YNaKoBOYHBLIX KO4OB

20. [lononHntensHo MoryT GbiTh HAHECEHbI
cpencTsa naeHTuduKauum ans
MOHUTOPUHIa ABWKEHUA NEKAPCTBEHHbIX
fpenapaTos OT NPOM3BOAUTENS A0

Ha 6nuctepe ans Homepa cepum u
JaThl OKOHYaHWS CPOKa rogHOCTH
yKasaHbl TOSIBKO NepeMeHHble
JaHHble 6e3 ykasaHusi npedukcos.
[ara npoussoacTea He ykasaHa.
Bropuunasi ynakoBka (kapToHHast
nayka)

Ha KapToHHO navke ykasaHo:

1. Toprosoe HaumeHoBaHue
fipenapatra ¢ npefynpeauTensHon
MapKMpoBKoit ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHue
(By6rmmpyeTcs Ha aHrnuiAickom
A3bIKE)

3. NoroTtun gepxarens
PErncTpaLnoHHOro Y40CTOBEPEHNS
(Ha aHrnMIAcKoMm isbike)

4. HavmeHoBaHWe aepxarterns
pervucTpaumnoHHOro yA0CTOBEPEHUA
Y NPOU3BOAUTENSA NeKapCTBEHHOro
npenapaTa (BbiMyCKaOLLWiA
KOHTPOMNbL Ka4yecTsa)

5. Appec (cTpaHa) gepxartens
perucTpaLMoHHOro yaoCcToBEpEHUsE
¥ NPOU3BOAUTENS NEKAPCTBEHHOIO
npenapata (BbINyCcKaroumin
KOHTPOI1b KauecTBa)

6. JlexapcTBeHHas hopma

7. Dosnposka

8. KonuvecTso nekapcreeHHoro
npenapara B ynakoske

9. HaumeHoBaHue u copepxanue
OeiCTBYIOWEro BeLecTea

10. YkasaHue o copepxaHuu
nakrtoabl 6e3BoaHOl B kayecTee
BCNOMOraTesibHOro BewWwecTsa u ee
konuvectee B 1 TabneTke

11. Ycnoeusa xpaHeHus

12. MNyTe BBEOCSHUA

13. Ycnosusa otnycka

14. MNpeaynpeauTensbHbie HAANUCK:
«MogpobHble ykazaHns no
NPUMEHEHNIO NPUBEAEHL! B NTUCTKE-
BKNagblwey, «XpaHuTb B
HEeZoCTynHOM Ans AeTel MecTe»
15. Homep cepun

16. Jata npousBoacTea
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KOHeu4Horo noTtpeburens (HaHeceHue 17. JaTa ncreueHns cpok rogHocTu
BO3MOXHO C UCMOSIb30BaHUEM CTUKEPA). | (B chopmate: rogeH po...)

18. Wrpmx-kog

19. HaneceHbl BHYTpEHHNE
YNaKoBOUYHbIE KOAB!.

20. flononHnTensHO HaHeceHk!
cpeacTea naeHtTudbuKkaumm ans
MOHUTOPUHTa ABVKEHWS
NeKapCTBEHHbIX NpenapaTos oT
Npon3BoOANTENA A0 KOHEYHOrO
norpebutens (6e3 ucnonb3oBaHns
| cTkepa).

X e )
RAHOH B opuriHankHoi yriakoBke nNpu Temneparype He Bbiwe 30°C.

B Storage

Cpok rogHocTHn
(NepuoauyHocTbL
11 | xoHTpOnSs) 3ropa 29.02.2028
Shelf life

requency of control)

— 1 = _—

* - MNokazaTtenb «Mquoﬁmonoquecxaﬁ HYUCTOTa» He sIBNAETCH PYTUHHBIM METOAOM aHanmsa u MoXxert OTCYyTCTBOBaATL B
nacnoprte KomnaHuu.

3. 3AKIKOYEHUE
CONCLUSION

TNexapcTeenHbiti npenapat ManByc® Tabnetku 50 Mr Ne 28, Homep cepumn PL20860325 COOTBETCTBYET
TpeGoBaHUAM HOpMaTUBHOM AoKymeHTaumm J1TM-Ne(000761)-(Pr-RU)-240424 ansyc® TabneTku 50 mr Moayrnb

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

e
KoopauHatop husuko- N pearyy reas :
Yreepaun | o kol naGopaTopum Cnyuanko O.C. | 7 5,75 /5 LMJ.-{L-LT,«,’.M lo
Approved by .
Version Description of change
{Bepcus) (Onucanue nameHeHwi)
1.0 Hosbil nacnopt
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