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AHanUTUYECKNIA NacNoOpT Ha rOTOBYHO MPOAYKLIUIO
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00O "HoBaptuc Hesa"
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KoHTpons KauecTsa

Quality Control

Homep nacnopra:
Certificate number

4-201-0325

Bepcusa:1.0

Version

1. OBLUAA NHOOPMALINA
GENERAL INFORMATION

HanmeHOBaHWe NPOAYKUUMK:
Product Name

Fansyc® Tabnetku 50 mr Ne 28

fpoBepeHo Ha CoOTBETCTBUE C!

Checked against

NMN-Ne(000761)~(PT-RU)-240424 I'énByc® TabneTkn 50 Mr Moaynb

Mapkuposka Jil-Ne(000761)-(Pr-RU)-200723
Creumdukaums KadecTea Ha ManByc®, Tabnetku 50 mr Ne28, Ne56

| SPEC_FDF_00102805, sepcus 13.0

BHyTpeHHu’A Kon Homep cepum
HepacdacoBaHHO# npoaykuun: | 42027188 HepacacoBaHHoi npoaykuuy PK8073
Product Code Bulk Batch Number Bulk
BHyTpeHHU’ Koa yNakoBaHHOW | Homep cepuu yrakoBaHHOW
npoayKuun: 44068548 | npoayxumn: PL16950325
Product Code FDF | Batch Number FDF J
aTa NPOU3BOACTBA:
ﬂanufactgn'ng Datcfl 15.03.2025
Pasmep cepuu 3a BbIYETOM
gaamel_p copn: 34 471yn ‘ npo6: PV 34 458 yn
atch Size . ]
| Batch size without samples
2. NONYYEHHbIE PE3YNLTATDI
TEST RESULTS
Ne l Mokasatens* MeTtoa ncnbitanun / TpeboBanne Pe3ynsTat
Parameters Analytical method / Requirement Result
BuayanbHbiii Berioro ugeta Kkpymble rnagkue
o OT 6Genoro OO0 CBETNO-XEenToro useta | Tabnerkn co CKOWEHHLIMU KpasiMiA,
1 pleatne KDYIMible Fnagxkve TabrneTkn Co CKoWEHHbIMM | ¢ rpaBupoBkoit «NVR» Ha opHow
Appearance Py A - t PaBvip AHOU
Kkpasmu, ¢ rpasupoBkoii «NVR» Ha ofHOW | CTOpoHe K «FB» wWa ppyro
cTopoHe u «FB» Ha apyroi cTopoHe. CTOpOHE.
B3>KX. Bpemsi yaepXvuBaHuUs OCHOBHOrO
MMKa Ha Xpomartorpamme UCnbITYemore
pacTsopa, NPUroTOBIEHHOMo ans
KOMWUYECTBEHHOTO OMpenernexnsn, AoMKHO
COOTBETCTBOBaTL BpPEMeHW yaepxusanua | COOTBETCTBYET
UaeHTudmrKaumus nyKka Ha Xpomarorpamme CTaHaapTHOro
o | Identification pacteopa 1a. Otnuune BO BpeMeHax
YOSPKUBAHNA JOIDKHO COCTaBMiATb  He
- BunparnmnTux Gonee £ 2,0%.
TCX. Ha xpomaTtorpamme WUCMbITyeMOro
pacTBOpa OCHOBHOE MATHO MO NOJIOXKEHUIO,
okpacke " BeMYUHe JormkHo | CooTeeTcTByeT
COOTBETCTBOBATL NATHY Ha XpomarorpaMmme
CTaHOApTHOFO pacTeopa.
B3>X
3 | PactBopeHue He wmeHee 80% (Q) sungarnuntuHa oT 98%
Dissolution HOMUHANBLHOTO  cCofepxaHua  JOJMKHO
nepewnTh B pacTeop Yepes 30 MuHyT
4 Boaa MeTopg K. duwepa, 2 29
| Water He Gonee 2,9 % e
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Quality Control

navke.

Homep nacnopra: Bepcus:1.0
Certiﬁce?te numt::erp 4-201-0325 Vergion
Ne " Nokazarens* Mevoa ncnbiTanwii / TpebosaHue Pesynbrar
o Parameters Analytical method / Requirement Result
B3XKX 202-01-0,1%;
202-01 (amug): He 6onee 0,5% 209-01 — menee 0,1%;
Mpumech 209-01 (UMKIMYECKUA amMuanH): 207-01 — He oGHapyXKeHo;
5 | Impurities He Bonee 0,2% EanHuuHaa Hecneuuduympyemas
- BAnparnnTHa 207-01(auketonunepasviH): ke 6onee 0,2% | npumeck — He 0BHapyXeHO;
| EavHuyHan Hecrieundmumpyemas npumecs
' - He Bonee 0,2% Cymma Bcex npumecein — 0,1%
) Cymma Bcex npumeceii - He 6onee 0,8%
OpHopoaHoOCTL
eauHuy
g | /Ao3upoBaHus PacueTHO-MaccoBbIn AV=3.0
Uniformity of dosage | AV < 15,0 i
units
-BungarnmntuH I
KonuugcTBeHHoe BIMKX
7 zggae.qenenue Ot 95,0% po 105,0% sungarnuntuHa oT 99,9%
- Bn n{/u. g i HOMMHanNLHOrO coAepXaHusi
Mo 14 TabneTtok B 6ructep NAJAIIITIBX n Mo 14 TaGneTok B 6Grivctep
: anoMuHneson onbri. NA/ANMBX n aniomyHneBon
[ YrakoBka Mo 2 unu 4 6nucrepa BMecTe € FIUCTKOM- donbru.
8 Packing BKITAABILIEM B KAPTOHHYIO NavkKy. Mo 2 6nuctepa BMeCTe C NUCTKOM-
| AonyckaeTtcsi Hanuume KOHTpons BK/1aAbILLEM B KAPTOHHOW navke.
NepBUNYHOFO BCKPBITUA Ha KapTOHHOW KoHTpOfsib NepBUUHOIG BCKPLITUS

Ha KapTOHHOW fayke NpucyTCTByeT.

9 MapkupoBka

MNMepBUYHast BHYTPEHHSA yNaKoBKa

Ha 6nvcrepe ykasbiBaeTcs:

1. ToproBoe HaumeHOBaHWe npenaparta c
npeaynpeauTenbHon Mapkuposkon ®

2. MexxgyHapogHoe HenaTeHTosaHHoe
HavmeHoBaHve (aybnupyeTcn Ha
aHrNNACKOM A3bIKE)

3. NTorotun gepxarensi perucTpaLoHHoro
YAOCTOBEPEHUA (Ha aHITNACKOM S3bIKE)
4. JlekapcTBeHHas dopma

5. losanposka

MepBu4Haa BHYTPEHHARA
ynakoBka

Ha 6nuctepe ykasaHo:

1. Toprosoe HaumeHoBaHue
fipenapara ¢ npeaynpeauTensHol
MapkupoBkor ®

2. MexxpayHapoaHoe
HenaTeHTOBaHHOE HauMEeHOoBaHVE
(By6nvpyeTcsi Ha aHrMMIACKOM
A3blKe)

3. Nlorotun gepxaTterns

Labelling 6. Homep cepum pEerncTpaLmoHHoro yaoctToBepeHmns
7. daTa ncTeueHus cpoka rogHocTu (B (Ha aHrIMIRCKOM A3bIKe)
dopmare: rogeH o...) 4. NlexapcTBeHHas dopma
8. flata npounssogcrea 5. Josuposka
9. [onyckaeTcs HaHeCeHne BHYTPEHHUX 6. Homep cepuu
YNaKOBOUHbIX KOZ0B KoMnaHun. B cnyvae 7. ata ncreuyeHns cpoka rogHocTu
npowsBoAcTBa Ha nnowaake OO0 (B chopmarte: rogeH fo...)
«HoeapTuc Hesa» Ha OnucTepe ykasbisaloT | 8. [laTa npousBoACTBa He ykasaHa
. TONbLKO NepemMeHHbIe AaHHble 6e3 ykasaHua | 9.BHyTpeHHUe ynakosouHble Kokl
. npedukcoB HoMepa cepun 1 aaTb! KOMMaHWUN OTCYTCTBYIOT.
| OKOHYaHUA cpoka rogHocTH.
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Ne Mokasatenb* MeTtoa ucnbitanuni / TpeGoBaHue Pesynbrat

i Parameters Analytical method / Requirement Result

[ata npoussoAacTBa He yKasbiBaeTcs. Ha 6nuctepe ana HOMepa cepun
BropuuHas ynakoBka (KapTOHHaA fayuka) | AaTbl OKOHYaHWSA CPOKA TOQHOCTM
Ha kapTOHHOW Navke YKasbIBaeTcs: yKazaHbl TONLKO NEePemMeHHbIe
1. Toproeoe HaumeHoBaHuWe npenapara ¢ JaHHble 6es ykasanusa npeduKcos.
npeaynpeauTensHoi Mapkuposkoi ® Oata npouvssogcTBa He yKasaHa.
2. MexgyHapoaHoe HenaTeHToBaHHoe BropuuyHas ynakoBka (kapToHHas
HaumeHoBaHue (ByGnupyeTcs Ha nayka)
aHIMUIACKOM A3bIKE) Ha kapToHHOV nayke ykasaHo:
3. NoroTun aepxartens peructpaumonHoro | 1. Toproeoe HavmeHoBaHue
YAOCTOBEPEHUst (Ha aHINUIACKOM ASbIKE) npenapara ¢ npeaynpeauTensHon
4. HavmeHoBaHue aepxarens mapkupoBkoii ®
PErucTpaUMoHHOro YAOCTOBEPEHUA Y 2. MexayHapoaHoe
fPOU3BOAUTENA NEKaPCTBEHHOM HenaTeHTOBaHHOE HaMeHoBaHue
npenapara (BbinyCKatoLLMi KOHTPOIb (oyBnupyeTtcs Ha aHIMUACKOM
KauecTBa) A3bIKE)
5. Agpec (cTpaHa) aepxarens 3. Jllorotun pgepxarens
perucTpaumuoHHOro yaoCToBepeHns u PerncTpaLymoHHoro yAocToBepeHns
npon3soauTens riekapcTBeHHOro (Ha aHrUACKOM A3bIKE)
npenapara (BbINyCKatOLWMA KOHTPONb 4. HanmeHoBaHue gepxatens
KauecTea) PErncTpaLvoHHOTO YA0CTOBEpEHNSs
6. NNekapcTBeHHas opma 1 NPOU3BOANTENS NEKAPCTBEHHOTO
7. Oo3vposka npenapara (BbinycKalowmia
8. KonuuecTso NEKapCTBEHHOrO npenaparta | KOHTPOMb KauecTsa)
B yrakoBke 5. Appec (cTpaHa) aepxaTtens
9. HaumeHoBaHue v coaepxanne permcTpaumoHHOro YA0CTOBEPEeHNS
[EeACTBYIOLLEro BeLecTsa 1 NPOU3BOAUTESS NEeKapcTBEHHOro
10. YKkasaHue o cogepkaHum NakTosbl npenapara (Bbinyckaiowun
6e3B0AHONM B KAYECTBE BCMOMOraTenbHOr0 | KOHTPOIb Ka4ecTsa)
BelLLecTsa 1 ee KonudecTee B 1 TabneTke 6. NekapcreeHHas dopma
11. Ycnosusi XxpaHeHua 7. Dosuposka
12. MNMyTb BBEAEHNSA 8. KonuuecTso fiekapCTBEHHOTO
13. Ycroeus oTnycka npenaparta B ynakopke
14. MNpepynpeauTesibHbie HAANNCK: 9. HammeHoBaHne u coaepkaHune
«MoapobHble ykadauus no npuMeHeHno OENCTBYIOLLEro BeLecTsa
npueegeHs! B MMCTKe-BKNaabiLe, 10. YkasaHue o cogepxaHun
«XpaHWUTb B HEJOCTYMHOM ANA AeTel naxkTo3bl 6e3804HON B KayecTee
mecte» BCNOMOraTenbHOro BewecTsa n ee
15. Homep cepun konuyecTee B 1 TabneTke
16. [ata npouasoacTea 11. Ycnosusi xpaHeHus
17. [1aTa ucTeueHns cpok roaHOCTH (B 12. MNyTb BBEAECHNA
diopmarte: roaeH Ao...) 13. Ycnosus oTnycka
18. WTpux-kopa, 14. MNpepynpeguTesbHble HAANUCH:
19. [lonycKkaeTca HaHeceHne BHYTPEHHNX «MoapobHble ykasaHus f10
yNaKoBOYHbIX KOA08 NPUMEHEHMIO NpUBEAeHb! B JINCTKE-
20. [lononHUTENbHO MOTYT BbiTh HaHeCeHbl | BKIaAbILLE», «XpaHUTb B
cpeacTea naeHTudukauum ans HedoCTYMHOM ANA AeTel mecTe»
MOHUTOPWHTa ABVKEHNS NeKapCTBEHHbIX 15. Homep cepumn
npenaparTos OT NPou3BoAUTENSA [0 16. fara npovssoacTea
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i Parameters Analytical method / Requirement Result
KOHEe4YHoro notpeburerns (HaHeceHve 17. [JaTa ucredeHust CPoK rogHoCTn
BO3MOXHO C UCTONMb30BaHUEM CTUKEPaA). (8 chopmaTe: roeH A0...)

18. lTpux-koa

19. HaneceHb! BHyTpEHHME
YNaKOBOUHbIE KOAB.

20. [JononHuTenbHO HaHeceHbl
cpeacTea uaeHTUdMKaumm Ans
MOHUTOPWHIa ABUDKEHUSA
neKkapcTBEHHbIX NpenapaTos oT
NPOMU3BOAUTENS [0 KOHEUYHOTO
notpebutens (6e3 cnorb3oBaHuA
CTUKEpa).

10 XpaHeHue

Storage B opuruHanbHOR yrnakoBke npy TemnepaType He sbitle 30°C.

Cpok rogHOCTH

(MepuoauvHOCTL
11 | xoHTpONSA) 3 ropa 29.02.2028
Shelf life
requency of control) _J

* - Nokasarens «MVIKpOGVIOJ'IOI'VNeCKaﬂ YUCTOTA» HE ABMAETCH PYyTUHHLIM METOAOM aHanusa U MOXET OTCYTCTBOBaTbL B
nacnopTte KOMNaHruu.

3. 3AKIMIOYEHME
CONCLUSION

NekapcTeeHHbIN npenapar ManByc® Tabnetku 50 mr Ne 28, Homep cepun PL16950325 COOTBETCTBYET
Tpe6GoBaHUAM HOPMATMBHOI AOKyMeHTaLuu JIM-Ne(000761)-(PM-RU)-240424 ansyc® tabnetku 50 mr Moaynb
Mapxuposka JIM-Ne(000761)-(PF-RU)-200723.

KoopawHarop tuamko- pron :
yTBepAMn |, \yueckoii naBopaTtopun Cnyuatko O.C. | (5. OF ol 5 —r 7"4-” et bo
Approved by &

Version Description of change
(Bepeus) (Onucanve nsmeHeHui)
1.0 HoBwllt nacnopT
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