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Version

1. OBUAA UHOOPMALIUA

GENERAL INFORMATION

HaumeHoBaHue npoaykuun:

Product Name

["ansyc® Tabnetkn 50 mr Ne 28

MNpoBepeHo Ha COOTBETCTBUE C:

JIN-Ne(000761)-(PIr-RU)-240424 Mansyc® Tabnetku 50 mr Mogyns
Mapkupoeka J1M-Ne(000761)-(Pr-RU)-200723

Checked against Cneundmkaumn kayectsa Ha [ansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcusa 13.0
BuyTpeHHuit koa Homep cepuu
HepacdacoBanHOM npoaykunn: | 42027188 HepacthacoraHHom npogykumn PV1336
Product Code Bulk Batch Number Bulk
BHYTpeHHWIA KOO ynakoBaHHOW Homep cepun ynakoBaHHOWM
npoayKLnn: 44068548 npoayKuun: PV99501025
Product Code FDF Batch Number FDF ]
ata npousBoacTBa:
ﬁanufacrﬁring Date 11.10.2025
. Paamep cepum 3a BblYeTOM
Pannp conn; 35 076 yn npo6: 35 063 yn
Batch size without samples
2. NMONYYEHHLIE PE3YNbTATDI
TEST RESULTS
No Mokazarenw* MeTtop ucneitadui / TpeboeaHne Pesynetar
Parameters Analytical method / Requirement Result
BuayaneHeli Benoro wugeta kpyrnbie rnagkue
Biineaiing Ot Genoro [0 CBETNO-XENTOro UBETa | TAGNETKU CO CKOLUEHHBIMU KpasiMu,
1 Appearance Kpyrnble rnagkve TabneTiy co CKoWeHHbIMK | ¢ rpaBupoBkoin «NVR» Ha ogHoii
kpasimu, ¢ rpasupoekoit «NVR» Ha opHoi | cTopoHe u  «FB» Ha  pgpyroi
cTopoHe U «FB» Ha Apyroii cTopoHe. CTOpOHE.
B3XXX. Bpemsa ypepXuBaHWA OCHOBHOrO
nMKa Ha Xpomarorpamme WCNbITYeMoro
pacTBopa, NPUroTOBNEHHOIO ans
KONMWYECTBEHHOro ONpefeneHuns, AOMKHO
COOTBETCTBOBATL BpemMeHW yaepxmBaHus | CooTBeTCTBYET
WaeHTudmMKaums nMKa Ha XxpomaTtorpaMmme CTaHOAPTHOrO
o | Identification pactBopa 1a. OTnuume BO BpemeHax
YOepPXMBAHWA  OOMMMHO COCTaBnATb He
= Bmmarn"nT“H Bonee + 2.0%
TCX. Ha xpomatorpamme WCMbITYEMOro
pacTBopa OCHOBHOE MATHO MO MOMOXEHWHo,
oKpacke " BENMNYMHE AomxHo | CooTeeTcTByeT
COOTBETCTBOBATL NATHY Ha XpomaTorpammvie
CTaHAapTHOro pacTeopa.
BOXX
3 | PacTBOpenme He wmeHee 80% (Q) sungarnuntuHa ot 101%
Dissolution HOMUWHanNbLHOro  codepXaHusi  [O0/MKHO
nepeTn B pacteop Yyepes 30 MUHYT
» Bopa MeTtog K. ®duwepa, 2 4%
Water He 6onee 2,9 % '
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AHanUTUYecKuii NAcNOPT Ha rOTOBYHO MPOJYKUUID

000 "Hoeaptuc Heea"
Poccus, Cankr-TMetepbypr,
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KOHTpOJ'Ib KadecTBea
Quality Control

Homep nacnopra: Bepcusa:1.0
Cem'ﬁcaF;e numberp 4-891-1025 Ver‘sjion
Ne Nokazatens* MeToa ucneitTanuii / Tpeboranue PesynbTar
=3 Parameters Analytical method / Requirement Result
B3XX 202-01 — menee 0,1%;
202-01 (amug): He Bonee 0,5% 209-01 — He oBHapyXeHo;
n 209-01 (UMKNUYECKUiA amUgnH): 207-01 — He oBHapyXeHo;
pumecu 5
5 | Impurities He 6onee 0,2% EanHnyHas  Hecneundguyupyemas
. 0, .
I 207-01(aukeTonunepasuH): He Gonee 0,2% | npumeck — He obHapyxeHo;
EanHuyHas Hecneumntuumpyemas npumecs
- He Bonee 0,2% Cymma Bcex npumecein — MeHee
Cymma Bcex npumecen - He 6onee 0,8% 0,1%
OpHopogHOCTL
eauHUL,
g | Ao3npoBakus PacueTHo-maccoBbIn AV=18
Uniformity of dosage | AV = 15,0 '
units
-BungarnunTtuH
oo |20
7 Assay Ot 95,0% po 105,0% eungarnunTuHa ot 100,3%
- Bunaaramntis HOMWHANLHOrO CoAepKaHua - - N
Mo 14 Tabnetok 8 6nuctep NA/ATNIMNBX n Mo 14 TabneTok B Bniuctep
antoMNHNEBOW onbri. MA/AN/NBX 1 antoMUHWeBO R
y Mo 2 unn 4 Gnnctepa BMecTe ¢ NUCTKOM- donkru.
naKkoeka
8 Packing BKNAAbILEM B KAPTOHHYIO Nadky. Mo 2 6nuctepa BMecTe C NMCTKOM-
HonyckaeTcs Hann4ue KOHTPonA BKITAAbILIEM B KAPTOHHON Nayke.
nNepBUYHOrO BCKPLITWUA Ha KapTOHHOWN KoHTponb NnepBUYHOro BCKPLITUA
nadke. Ha KapTOHHOM Nayke NpuUCyTCTBYET.
MepBuyHan BHYTpPeHHAS ynakoBKa MepBuyHas BHYTPeHHAA
Ha 6nucTepe ykasbiBaeTcs: ynakoBka
1. Toprosoe HaumeHoBaHWe npenapara c Ha 6nuctepe ykasaHo:
npeaynpeanTenbHON MapKkUpoBKoi ® 1. Toprosoe HanmeHoBaHne
2. MexgyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHon
HaumeHoBaHKue (aybnupyeTca Ha Mapkuposkon ®
aHIMUIACKOM SA3bIKE) 2. MexxayHapogHoe
3. NoroTtun Aepxarena perncTtpauyuoHHoro HenaTreHToBaHHOEe HanMmeHoBaHue
yAOCTOBEPEHWA (Ha aHrNUIACKOM S3blke) (ayBnupyeTcs Ha aHrMUMACKoM
4. lekapcTeeHHas copma A3bIKE)
9 MapkupoBka 5. [losnpoBska 3. NoroTtun aepxarens
Labelling 6. Homep cepun perucTpaumoHHoro y40CcTOBEPEHNUA

7. Oata ucTedyeHna cpoka roaHocTu (B
topmare: rogeH A0...)

8. aTta npoussoacTea

9. NonyckaeTcsa HaHeCeHne BHYTPEHHNX
YNakoBOYHbIX KOAOB KoMnaHuv. B cnyyae
npownzeoAcTea Ha nnowaake OO0
«HoeapTtuc Hesa» Ha GnucTepe ykasbiBaoT
TOJIbKO NepeMeHHble AaHHble 6e3 ykasaHuns
npeduKcoB HOMepa cepuu 1 AaThbl
OKOHY2HWA CpOoKa rogHoCcTK.

(Ha aHrnNuMickom s3bike)

4. [NlekapcTBeHHas dopma

5. loanposka

6. Homep cepum

7. [lata ucte4yeHus cpoka rogHocTu
(8 chopmare: rogeH go...)

8. [laTta npounsBoAcTBa HE ykasaHa
9.BHYTpeHHMe ynakoBoYHbIE Koabl
KOMMaHWK1 OTCYTCTBYIOT.
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Quality Control
Honlallep nacnopra: 4-891-1025 Bep_cmn:1 .0
Certificate number Version
Neo Mokasatens* MeTon ucneitanvii / TpeGosaHue Pesynbtar
Parameters Analytical method / Requirement Result

HaTa npou3BoAcTBa HE YKa3biBaeTCA.
BropuuHas ynakoBka (KapToOHHas nayka)
Ha kapToHHOW nayke ykasbiBaeTcs:

1. Toprosoe HavumeHoBaHWe npenapara c
npeaynpeanTensHoOl MapKupoBkoi ®

2. MexpayHapoaHoe HenaTeHTOBaHHOe
HaumeHoeaHue (aybnupyeTcs Ha
aHrnNUIACKoM A3blke)

3. NNoroTun aepxatens perncTpaumoHHOro
YOOCTOBEPEHNA (Ha aHrMUACKOM A3bIKe)

4. HaumeHoBaHue fepxarens
perucTpaunoHHOro y40CTOBEPEHUA 1
Npou3BOAUTENSA NEKAPCTBEHHOIO
npenaparta (BbinyCKaoLWWiA KOHTPOSIb
Ka4ecTea)

5. Agpec (cTpaHa) aepxarens
perncTpaLmoHHoOro YOOCTOBEPEHNA U
NPOW3BOANTENSA NEKaPCTBEHHOTO
npenapara (BbiNyCKaloLWiA KOHTPONb
Ka4yecTsa)

6. IlekapcTBeHHas chopma

7. Doampoeka

8. Konn4ecTso nekapcTBeHHOro npenapara
B ynakoBke

9. HanmeHoBsaHue 1 cogepxanme
OeACTBYIOLLEro BeLecTsa

10. YiaszaHue o cogepxaHnm nakrosbl
6e3B0ogHOI B Ka4ecTBe BCMOMOraTtensHoro
BellecTsa W ee KonuyecTee B 1 TabneTke
11. Ycnoeua xpaHeHus

12. MNMyTb BBEAEHNA

13. Ycnosus otnycka

14. NpegynpeanTenbHble HagNUCH:
«MoapobHbIe ykasaHus Mo NPUMEHEHWIO
npveeaeHsl B NUCTKE-BKNaAbILIE,
«XpaHWTb B HEAOCTYNHOM AnA AeTei
mMecTe»

15. Homep cepun

16. [lata npousBoacTea

17. lata ncreyeHnsa cpok rogHocTu (B
chopmare: rogeH ao...)

18. Wrpux-kopn,

19. [lonyckaeTcsa HaHeceHWe BHY TPEHHNX
YNaKoBOYHbIX KOAOB

20. fononHuTensHO MOryT 6biTh HAHECEHbI
cpegcTea naeHTuukaumm ana
MOHWUTOPUWHra ABMKEHWUA NEeKapCTBEHHbIX
npenapaToB OT NpoM3BoOAUTENs A0

Ha 6nucTepe ans Homepa cepun u
AaTbl OKOHYaHWA CpPOKa roAHOCTN
yKasaHbl TONLKO NepemMeHHble
AaHHble 6e3 ykasaHua npechnkcos.
Hata npou3BoACTBa He yka3aHa.
BropuyHana ynakoBKa (KapToHHas
navka)

Ha kapToHHOI naudke yKasaHo:

1. Toprosoe HavmMeHoBaHWe
npenapara ¢ npegynpeavTensHon
Mapkupoekoin ®

2. MexpyHapogHoe
HenaTeHTOBaHHOe HauMeHoBaHne
(oybnupyeTcs Ha aHrIMNCKoM
A3bIKE)

3. NoroTtnn aepxatens
perncTpaLnoHHOro yA0CToBepeHna
(Ha aHrnUnCcKom s3bIKe)

4. HanmeHoBaHue gepxatens
perncTpaunoHHOro yAoCToBEpEeHNA
W NPOU3BOAUTENSA NEKAPCTBEHHOIO
npenapara (ebinyckaowuin
KOHTpOnb KayecTsa)

5. Agpec (cTpaHa) gepxarensa
perucTpaumMoHHoro yaocToBepeHs
1 NPOU3BOAUTENA NEKAPCTBEHHOIO
npenapaTa (BbinycKaoLwmii
KOHTPONb Ka4ecTsa)

6. JlekapcTteeHHas opMa

7. Noaunposka

8. KonuuyecTtBo nekapcTBeHHOro
npenapaTa B ynakoske

9. HaumeHoBaHue 1 cogepxaHue
AelcTByloLero BelecTsa

10. YkasaHwne o cogepiaHimn
nakTo3bl 6e3rogHON B Ka4yecTee
BCNOMOraTensHoro BeLecTsa u ee
KonuyecTse B 1 TabneTtke

11. Yecnoeua xpaHeHuna

12. NyTe BBEAGHUS

13. Ycnosuga otnycka

14. MNpepynpeauTenbHbLIE HAaNWCK:
«MoapobHble ykazaHus no
NpUMEHeHWIo NpuBeAeHbI B NMCTKE-
BKIaApbIWe», «XpaHuTb B
HEeOCTYNHOM ANS AeTel MecTe»
15. Homep cepun

16. [lata npoussogcTea
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i Parameters Analytical methed / Reguirement Result
KOHeuHoro notpeburens (HaHeceHne 17. [lata ucteyeHns cpok roagHoCcTK
BO3MOXHO C UCMNONb30BaHMEM CTUKEPA). (B hopmare: rogeH go...)

18. WTtpux-kog

19. HaHeceHbl BHYTpeHHWe
yNakoBOYHbIE KOAbI.

20. JononH1TenNbHO HaHeceHb!
cpefcTea uaeHTudnKkaumm ans
MOHUTOPUWHIa ABMKEHNA
NeKapcTBEHHbIX NpenapaTos OT
NPOW3BOAMTENA A0 KOHEYHOTO
notpebutens (6es ncnonb3oeaHns
CTUKepa).

XpaHeHune

a Storage

B opuruHansHoi ynakoeke npu Temneparype He eoiwe 30°C.

Cpok rogHocTH
(MepuoanyHocTL
11 | koHTponA) 3 roga 30.09.2028
Shelf life

requency of control)

* - MNokaszaTens «Mukpobuonornyeckas yiacToTa» He ABNAETCA PYTUHHLIM METOAOM aHaNU3a U MOXKET OTCYTCTBOBAaTbL B
nacnopTe KomnaHum.

3. 3AKINKOYEHUE
CONCLUSION =

NekapcTtBerHbIN Npenapart Mansyc® Tabnetku 50 mr Ne 28, Homep cepuu PVQQSQ}(@&C"OOTBM&&&\
TpeGoBaHMAM HopMaTUBHOW gokymeHTauum NM-Ne(000761)-(Plr-RU)-240424 I' Byc® TabneTtkn 5D\W\Mo.qynb
Mapkupoeka JIM-Ne(000761)-(Pr'-RU)-200723. \‘1 \

y KoopanHaTop duranKo-
TBEPAMIT |y immyeckon naGopaTopum Cnyuanko O.C.
Approved by
HomkxocTis (Position) @O (Full name)
Version Description of change
(Bepcus) (OnucaHue n3meHeHMiA)
1.0 Hoebih nacnopt
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