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Version

1. OBLIAS UHOOPMALINA

GENERAL INFORMATION

HammeHoBaHKe NpoayKLUN:

Product Name

raneyc® Tabnetkn 50 mr Ne 28

I'IpOBepeHo Ha ¢coOTBEeTCTBUE C:

JIN-Ne(000761)-(Pr-RU)-240424 aneyc® Tabnetku 50 mr Moaynb
Mapkuposka J1M-Ne(000761)-(PI-RU)-200723

Checked against Cneuundmkaums kadectsa Ha [ansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, Bepcust 13.0
BHyTpeHHWUI KoL | Homep cepun
HepacdacoBaHHOM npoaykuum: | 42027188 HepacdacoBanHoi npoaykuny PN6192
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KO, YNaKoBaHHOM Homep cepuu ynakoBaHHOM
npoaykuuu: 44068548 npoayKunm: PP16830525
Product Code FDF Batch Number FDF -
Ta NpousBoACTBAa:
ﬂ:nufactﬁring Daz‘e’:I 24.05.2025
| Pasmep cepun 3a BbIMeTOM
ga:"""e.p cepum: 35220 yn ' npo6: ot 35207 yn
atch Size | : )
| Batch size without samples
2. NONYUYEHHDbIE PE3YJIbTATbHI
TEST RESULTS
Ne Noka3saTens* MeToa ucnbiTanmia / TpeboBaHue PesynwTar
Parameters Analytical method / Requirement Result
BusyanbHbiii Benoro uBeTa Kpyrnble rragkue
o Ot OGeroro [0 CBETHNO-XENTOrO UBeTa | TAbneTkn CO CKOLUEeHHBbIMW Kpasmu,
AucaHve N Xy
1 Appearance Kpyrnble rnaﬂ,KMETaGHEJ'KVI CO CKOLUEHHbIMM | C TPaBUPOBKONA «NVR» Ha OAHO
Kpasmu, ¢ rpaBupoBkoit «NVR» Ha opHoit | cTopoHe u  «FB» Wa  apyroi
cTOpoHe 1 «FB» Ha Apyroi CTOpoHe. CTOpOHE.
B3XX. Bpems yaepxuBaHWs OCHOBHOrO
nMKa Ha XpoOMaTorpamme WChbITYeMoro
pacTsopa, NPUroTOBREHHOTO Aans
KONMUECTBEHHOrO onpeferneHvs, [A0MKHO
COOTBETCTBOBATb BpeMeHn yhepxmBaHus | CooTBETCTBYET
WoeHTudukaums nMMKa Ha Xpomarorpamme CTaHAapTHOro
> | Identification pacteopa 1a. OTnuume BO BpeMeHax
YAEPKUBAHUA AOMDKHO COCTaBMATb  He
- Bungarnunux Gonee + 2,0%.
TCX. Ha xpomaTorpamme WCMbITYEMOro
pacTBopa OCHOBHOE NSITHO NO MONOXEHWUIO,
oKpacke n BENMUMHE gomkHo | CooTBeTCTBYET
COOTBETCTBOBATL NATHY Ha XpomaTorpaMme
cTaHgapTHOro pacrsopa.
B3XX
3 | PacTBOpeHue He wmenee 80% (Q) sunparimnTuHa OT | g0,
Dissolution HOMMUHAMLHOTO  COAEPXaHWUs  [OSKHO
nepenTtu B pactsop Yepes 30 MUHYT
Boaa Metopg K. duinepa, o
& Water He Gonee 2,9 % y
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Quality Control
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Ne MNokasarenn* MeTopg ucnbitaHuit / TpeboBanne Pesynbrar
Parameters Analytical method / Requirement Result
B3XX 202-01 — menee 0,1%;
202-01 (amug): He 6onee 0,5% 209-01 — He o6HapyxeHo;
209-01 (umknuueckuit aMmuanH): 207-01 —~ He oBHapyXeHO;
Mpumoch 6onee 0,2% EpvHuuHas  Hecneumdulupyemast
5 | Impurities ;87 81 i ) 0 A LglLinpy
- BANGArNANTMHA -01(amketonunepasuH): He Gonee 0,2% | npumeck — He oBHapyXeHo,
EavHnyHaa Hecneuudunuvpyemas npyumech
- He 6ornee 0,2% Cymma BCcex npumecein — MmeHee
Cymma Bcex npumeceit - He 6onee 0,8% 0,1%
OaHopoAHOCTDL
eauHuy
g | Bo3mpoBanus PacueTHO-MaccoBbINA AV=1 1
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntuH
KonuuyecrseHHoe BAXKX
7 Zgg:},/qeneuue Ot 95,0% fo 105,0% sungarnuntuHa ot 99,8%
- BUNAAMANTAH HOMUHASBLHOTO coAepXKaHns
Mo 14 TabneTok B 6nuctep NA/ANMBX n Mo 14 TabneTok B Gnuctep
anoMuHneBol oneru. NA/AN/NBX 1 anioMruHNeBon
Mo 2 wnn 4 6nuctepa BMECTE C NIUCTKOM- conbru.
YnakoBka
8 Packing BKMAABILLEM B KAPTOHHYIO Madky. Mo 2 6nuctepa BMecTe C NUCTKOM-
HonyckaeTcs Hanuure KOHTpons BKNaAbILIEM B KAPTOHHON Nauke.
NEepPBUYHOrO BCKPLITUA HA KapTOHHOMN KoHTponb NepsuvHOro BCKPLITUS
navke. Ha KapTOHHOW nadke npucyTcreyer.
MepBuYHasi BHYTPEHHSIN yHaKkoBKa MepBuuHaA BHYTPEHHAS
Ha 6nuctepe ykasbiBaeTcs: ynakoBKa
1. Toprosoe HauMeHOBaHUe npenapara ¢ Ha 6nucrepe ykasaHo:
npegynpeauTensHoW Mapkuposkon ® 1. ToproBoe HauMeHoBakKNne
2. MexgyHapoaHoe HenaTeHTOBaHHOe npenapara ¢ npeaynpeanTenbHO
HauMeHoBaHue (ayonupyetcs Ha MapkupoBkol ®
AHrMUACKOM SI3bIKe) 2. MexgyHapogHoe
3. MNorotun gepxarens permcTpauMoHHOr0 | HenaTeHTOBaHHOE HauMeHoBaHue
YROCTOBEPEHUS (Ha aHIMUACKOM A3bIke) (aybnupyeTcsa Ha aHrIMIRCKOM
4. NNekapcTBeHHan copma A3bIKE)
9 MapkupoBka 5. [loauposka 3. INlorotun fepxarens
Labeliing 6. Homep cepuun perncTpaunoHHOro YaocToBepeHus

7. Oata ncteyeHns cpoka rogHocTh (B
¢opmare: roaeH fo...)

8. ara npoussogcrea

9. [flonyckaeTca HaHeCEHUE BHYTPEHHMX
YNaKOBOUHBIX KOAOB KOMNaHuu. B cnyvae
npoussogcTea Ha nnowagke 000
«HoeapTuc HeBa» Ha 6nuctepe ykasbisaloT
TONBKO MEpPeMeHHble faHHble 6e3 ykasaHua
npecurKCcoB Homepa cepumn 1 [aThl
OKOHYaHWA CpoKa rogHOCTU.

(Ha aHrNMACKOM A3bIKE)

4. NNekapcTeeHHasn dopma

5. Dosnposka

6. Homep cepun

7. Data ncteveHus cpoka rogHocTm
(e chopmare: roaeH Ao...)

8. [lata npoM3BOACTBA HE YyKasaHa
9.BHYTpeHHUE ynakosouHble Kodbl
KOMMaHWN OTCYTCTBYIOT.
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HaTa nponsBoacTBa He yKa3sblBaeTes. Ha 6rnmcrepe Ans Homepa cepui U
BropuuHas ynakoBka (KapTOHHas nayka) | atbl OKOHYaHWS CpOKa roZHOCTM
Ha kapToHHOW NaYvke yKasbiBaeTCs: yKasaHbl TONbKO NepemMeHHble
1. Toprosoe HaumMeHOBaHWe nNpenapara ¢ AaHHble 6e3 ykasaHns npednKcos.
npeaynpeanTenbHOl MapkUpPoBKoi ® [ara npomsBoacTea He ykasaHa.
2. MexayHapogHoe HenaTeHToBaHHOoe BropuyHasa ynakoBka (KapTOHHas
HavmeHoBaHue (aybnunpyeTcs Ha nauka)
BHIMNACKOM A3bIKE) Ha kapTOHHO Nayke ykasaHo:
3. INoroTun gepxartensa perucrpaumorHoro | 1. Toproeoe HanmeHoBaHue
YAOCTOBEpEHUA (Ha aHrMNIACKOM A3blKe) npenapara ¢ npegynpeauTenbHoni
4. HanmeHosaHue gepxarens mMapkupoBkon ®
PErncTpaUnoHHOro yA0CTOBEPEHUA U 2. MexpayHapoaHoe
Npon3BOAUTENSA NeKapcTBEHHOro HenaTeHToBaHHOe HaviMeHoBaHue
npenapara (BbinyCcKatoWmin KOHTPOMNb (aybnvpyeTcs Ha aHTNUNCKOM
KauecTsa) A3bIKE)
5. Appec (cTpaHa) gepxarens 3. Jlorotun gepxarens
perncTpaLmoHHOro yoCTOBEPEHUA 1 perucTpaLmoHHOro ya0cToBepeHus
Npov3BOAMTENS FIEKAPCTBEHHOIO (Ha aHrnuiAickom s3bike)
npenapara (BbinyckaloLmiA KOHTPOrb 4. HanmeHoBaHue gepxaTens
KauecTsa) PEerncTpaLmMoHHOro yaAoCToBEPEHNA
6. NNekapcTBeHHas dopma 1 NPON3BOAUTENSA FIEKapCTBEHHOTO
7. DosnpoBka npenapara (BbIMyCKALLNA
8. KonuuecTBo nekapcTBeHHOro npenapara | KOHTPOrb KayecTsa)
B yNnaKkoBke 5. Appec (cTpaHa) aepxatens
9. HaumeHosaHue U coaepxaHue perucTpaumoHHOro yA0CToBEpeHUs
DevcTByIoWero sellectsa ¥ NPOU3BOAUTENS NEKapCTBEHHOro
10. YkasaHue 0 cCoAepaHum naxkrosbl npenapara (BbinyckaoLuia
Ge3BoaHOIi B KAUECTBE BCMOMOraTenLHOr0 | KOHTPOMb KayecTsa)
BeLlecTBa 1 ee konmuecTse B 1 Tabnetke 6. NexapcTBeHHas copma
11. Ycnosus xpaHeHus 7. osnposka
12. MyTb BBEgEHWNSA 8. KonuuyecTtBo nexapCTBeHHOro
13. Ycnoeus otnycka npenapara B ynakoske
14. MpegynpeauTensHble HAAMUCK: 9. HanmeHoBaHve 1 cogepaHve
«MNoapobHbIe ykasaHns No NpUMEHeHNIo OeWcTBYoLLero BeLecTsa
NpUBEAEHBI B NMUCTKE-BKIAAbILLEY, 10. YkasaHuvie o coepraHum
«XpaHuTb B HeJOCTYNHOM ANA AeTen nakTo3kl 6e3BOAHON B KaYecTBe
MecTe» BCrioMoraTeribHOro BeLlecTsa u ee
15. Homep cepumn konuyectee B 1 TabneTke
16. Jata nponssoacTea 11. YcnoBust xpaHeHnst
17. [aTa ucteveHust Cpok rogHocTH (B 12. NyTb BBEOASHUA
chopmarte: rofeH Ao...) 13. YcnoBsus oTiycka
18. WTpux-koa 14. MNpegynpepuTesnbHble HAANWUCH!
19. JonyckaeTcs HaHeceHue BHyTPeHHUX «[MNoppobHble ykazaHusa no
YNaKoOBOYHbIX KOA0B NPUMEHEHUIO NPUBEAEHB B JIACTKE-
20. JononHuTenbHo MOryT BbITh HaHECEHB! | BKMaabIle», «XpaHuTb B
cpeacTsa uaeHTurKaumm Ans HeJOCTYINHOM ANiA AeTel mecTe»
MOHWUTOPUHIa ABKEHUA NeKapcTBEeHHbIX 15. Homep cepumn
npenapaTos OT Npon3BogUTENs J10 16. laTa npousBoAcCTBa
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KOHeYHOro notpeburens (HaHeceHue 17. [laTta ucredeHns Cpok ropHoCTH
BO3MOXHO C UCTIONb30BaHNEM CTUKEPA). (B hopmarte: roaeH fo...)
18. Wrpux-koza
19. HaHeceHbl BHyTpEHHKE
YNaKoBOYHbIE KOAb!.
20. JononHuTensHo HaHeCeHbI
CpeAcTBa naeHTnnKaumm ans
MOHWUTOPUHIA OBUXEHUS
neKkapCTBEHHBIX NpenapaTtos oT
| npowsBoaUTENS OO KOHEYHOTO
notpeburtens (6e3 NCnonb3oBaHnA
cTvKepa).
10 )S(E:;:;:“e B opuruHansHoM yrnakoske npu Temnepartype He sbillle 30°C.
Cpok rogHOCTH
(NMepuogn4yHOCTL
11 | koHTpONSA) 3 ropa 30.04.2028
Shelf life
requency of control)

* - [NokasaTene ((MMKpO6VIOJ10FVI‘-IeCKaH uncToTa» He ABMASTCH PYTUHHBIM METOAOM aHannsa n MoXeT OTCYTCTBOBaTh B

nacnopTe KoMnaHuu.

3. 3AKNKHYEHUE
CONCLUSION

| NexapcTBeHHbIN npenapar ansyc® TabneTku 50 mr Ne 28, Homep cepum PP16830525 cUOTBeTCTByeT
TpeGoBaHUAM HOPMAaTUBHOM A0oKyMeHTaumn JIM-Ne(000761)-(PT-RU)-240424 ansyc® tabneTku 50 mr Moaynb
Mapkuposka JIN-Ne(000761)-(PT-RU)-200723.
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, KoopauHarap huauko- - ‘
YTBepaMn | . \yeckoii naGopaTopu Cryuarko O.C. | 7./ /| i ey
Approved by ! 0
Version Description of change
(Bepcus) (Onucaxune n3MeHeHui)
1.0 Hogbih nacnopt
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