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AHanuTUYECKMA NAcTIOPT Ha roTOBY0 NPOAYKLMIO
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KoHTtponb kavecTtea
Quality Control

Homep nacnopra:

Certificate number

4-472-0525

Bepcus:1.0

Version

1. OBLIAAl UHOOPMALIUA

GENERAL INFORMATION

HanmeHoBaHue npoayxumn:

Product Name

["anByc® Tabnetku 50 mr Ne 28

MNpoBepeHo Ha COOTBETCTEUE C:

Checked against

SPEC_FDF_00102805, Bepcus 13.0

JIM-Ne(000761)-(PT-RU)-240424 "anByc® tabnetku 50 mr Mogyns
Mapkuposka JTMN-Ne(000761)-(PI-RU)-200723
Cneundmkauus kadectBa Ha "anByc®, Tabnetku 50 mr No28, Ne56

BHyTpeHHuiA kop, Howmep cepun
HepacdacosakHom npoaykumn: | 42027188 HepacthacoBaHHOlM npoaykuun PN6194
Product Code Bulk Batch Number Bulk
BHyTperHuit Koa yraxoBaHHOM Homep cepun ynakoBanHon
npoayKuum: 44068548 npoayxumm: PP16840525
Product Code FDF Batch Number FDF
arTa nNpPon3BoACcTBa:
ﬂanufactgring Datél:l 24.05.2025
Pasmep cepum 3a BbIMETOM
SdsD convn; 35070 yn Npo6: i i 35057 yn
afch Size ) )
Batch size without samples I
2. NONYYEHHDLIE PE3YJIbTAThI
TEST RESULTS
Ne lNMokazartens* Merog ucnbitanmii / Tpe6osaHne Pesynustar
Parameters Analytical method / Requirement Result
BusyanbHbin | Benoro uBeTa Kpyrnbie rnagkue
Onucanme OT ©Gernoro [0 CBETMO-XENTOrO LBETa | TAONETKN CO CKOLUEHHLIMN Kpasimu,
1 Appearance Kpyrrbie rnagkme TabneTki co ckoeHHbIMN | ¢ rpasuposkoli «NVR» Ha opnHoi
Kpasamu, ¢ rpasuposkoit «NVR» Ha opHon | ctopoHe wu «FB» Ha gpyrou
cTopoHe n «FB» Ha apyroi cTopoHe. CTOpPOHE.
B3OXXX. Bpems yaepxuvBaHWs OCHOBHOMO
nMKa Ha XpomMaTorpamme WCRLITYEMOro
pacTBopa, NPUroTOBNEHHOTO Ans
KONMYECTBEHHOrO onpeaeneHns, A0mKHO
COOTBETCTBOBaTL BpemeHu yaepxusanna | COOTBETCTBYET
WpeHTudmkaums nuka Ha XpomaTorpamme CTaHAAPTHOrO
o | Identification pactsopa 1a. OTnuume BO BpeMeHax
yAEpKUBaAHMA [OMDKHO COCTaBnaTb  He
- BungarnunTig Gonee + 2,0%.
TCX. Ha xpomarorpamme WCMbLITYeMOro
pacTBOpa OCHOBHOE MSATHO NO MONOXEHUIO, {
okpacke n BEIMUMHE JorxHo | CooTBeTcTBYET
COOTBETCTBOBATL NATHY Ha XpomaTorpamme
CTaHAapTHOro pacTeopa.
B3>KX
3 | PacTBOpeHue He menee 80% (Q) sungarnuntuHa ot 98%
Dissolution HOMUHanNBLHOTO  COAepXaHwuA  JOSDKHO
nepenTun B pacTsop vepes 30 MUHyT
4 Bopa MeTog K. ®uwwepa, 2 5%
Water He 6onee 2,9 % '
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KoHTpons kayecTea

7. Oata ncreyeHus cpoka roqHocTu (B
copmarte: rofeH 10...)

8. [laTa npoussoacTea

9. HonyckaeTcs HaHeceHe BHYTPEHHMX
YMaKoBOUHbIX KOAOB KOoMnaHuu. B cnyyae
npoussoAcTaa Ha nrowagke 000
«HoBapTtuc Heea» Ha 6nucTepe ykasbiBaloT
TONBKO NEPEMEHHbIE AaHHbie 6e3 ykasaHus
npecurKCoB HOMEpPa cepumn i AaThl
OKOHYaHUSA CpoKa rofHOCTU.

Quality Control
Homep nacnopra: Bepcus:1.0
_Eertiﬂcapte numberp a 4-472-0525 Vergion
Ne Nokaszarenn* MeTtoa ucnoitaHui / TpeGoBaHue Pesyrnbrat
~ Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amug): He 6onee 0,5% 209-01 — He oBHapyxeHo;
n 209-01 (4uKnNUueCKUit amuauH): 207-01 — He obHapyXeHO;
pumecu o E
5 Impurities He 6onee 0,2% . o ONHWYHasA Hecneumqmullnpyemaﬂ
- BangarnunTuHa 207-01(aukeTonvnepasvH): He Gonee 0,2% | npumech — He 06HapyXeHO;
EgvHuyHaa Hecneuudulmpyemas npumMech
- He 6ornee 0,2% Cymma Bcex npumecen — MeHee
Cymma Bcex npumeceit - He Gonee 0,8% 0,1%
OpHOPOOHOCTL
eanHuy
g | Ao3upoBanus PacueTHO-MaccoBbIA AV=3 2
Uniformity of dosage | AV 15,0 i
units
-Bungarnuntud
e | B
7 Assay Ot 95,0% no 105,0% BunparnunTuHa ot 100,5%
 BUNRArAVNTAH HOMMWHaMNBLHOro COAEPKAHUSA
Mo 14 Tabnetok B 6rinctep MA/ANINBX u Mo 14 TaGneTok B 6nmMcTep
anioMmMEneBsol honebru. NAJ/AJITIBX 1 anioMuHneBsoi
v, Mo 2 unun 4 6nuctepa BmecTe C NACTKOM- donbru.
nakoBKa
8 Packing BKNAazbILLIEM B KAPTOHHYIO NauKy. Mo 2 Gnucrepa BMECTE € NMUCTKOM-
DonyckaeTca HanuumMe KoHTPons BKNaAblLEM B KAPTOHHONW nayke.
NEPBUYHOrO BCKPLITNA HA KAPTOHHOW KoHTponb nepeuyHOro BCKpbLITUS
navke. Ha KapTOHHOW Nayke NpUCyTCTBYET.
MepBuYHasi BHYTPEHHAR ynaKkoBKa lNMepBuYHanA BHYTPEHHSN
Ha 6nuctepe ykasuiBaeTcs: ynakoBKa
1. ToproBoe HavMeHoBaHWe Mpenapara ¢ Ha 6nvicrepe ykasaHo:
npegynpeauTesibHoON Mapkvposkor ® 1. Toprosoe HauMeHOBaHue
2. MexpyHapogHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHon
HaumeHoBaHue (aybnupyeTcs Ha MapKupoBKon ®
aHrnNuitckom s3bixe) 2. MexgayHapogHoe
3. ToroTun gepxatens perucTpaLumMoHHOro | HeMaTeHTOBaHHOE HauMeHoBaHve
YOOCTOBEPEHMS (Ha aHITIMIACKOM A3bIKe) (By6numpyeTca Ha aHIMUACKOM
4. NexapcTBeHHas dopma si3biKe)
9 MapkupoBka 5. loanpoBka 3. lorotun gepxatens
Labelling 6. Homep cepun perucTpaumoHHOro yA0cToBepeHna

(Ha aHrAMNCKoOM A3bIKE)

4. flekapctBeHHas cdopma

5. QosnpoBka

6. Homep cepun

7. [aTta ncreueHnsa cpoka rogHocTu
(B chopmare: rofieH no...)

8. [lata npoussoAcTBa He yKasaHa
9.BHyTpeHHWE ynakoBo4YHbIE KOAbI
KOMMaHW OTCYTCTBYIOT.
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Ne Mokasarenb* MeTton ucnbitanwi | TpeGoBanue Pesynbrar

; Parameters Analytical method / Requirement Result

Hata nponasoacTBa He yKkasbiBaeTes. Ha 6nucrepe ans Homepa cepum u
BropuuHas ynakoBKa (KapToHHast navka) | AaThl OKOHYaHMA cpoka rog4HoOCTU
Ha kapToHHOW nayke ykasbiBaeTes: yKasaHbl TONbKO NepemMeHHbIe
1. Toprosoe HaumeHoBaHWe npenapara ¢ JaHHble 6e3 ykasaHusi NpecnKCos.
npegynpeanTenbHOl MapkupoBKroi ® HaTta npoussoAcTBa He yKasaHa.
2. MexxayHapoaHoe HenaTeHTosaHHoe BropunuHasn ynakoBka (KapToHHas
HanmeHoBaHue (gybnupyeTcs Ha nayka)
AHFNUIACKOM Si3bIKe) Ha kapToHHO nayke yKasaHo:
3. JloroTun pepxarens peructpaumorHoro | 1. Toprosoe HaumeHoBaHue
yAOCTOBEPEHUSt (HA aHTMUACKOM A3BIKE) npenapata ¢ npeaynpeauTensHom
4. HaumeHoBaHne gepxartens Mapkuposkon ®
PerncTpaumMoHHOro YAoCTOBEPEHNA 1 2. MexayHapopgHoe
NPOU3BOANTENS IEKapCTBEHHOIO HenareHToOBaHHOE HauMeHoBaHve
npenaparta (BbifyCKaloWWi KOHTPOnb (aybnunpyeTtca Ha aHrMMnCKoM
KavecTsa) AA3bIKE)
5. Agpec (cTpaHa) gepxarens 3. Jlorotun gepxatens
pEerucTpaLmMoHHOro YA0CTOBEPEHNA 1 perucTpaLmMoHHoro yA0CToBepeHns
Npoun3BOAUTENSA NEKapCTBEHHOIO (Ha aHrNMRCKOM Si3biKe)
ripenaparta (BbiNyCKatOLLWA KOHTPOIb 4. HaumeHoBaHue gepxatens
KavecTBa) PErnCcTPaLNOHHOIO YA0CTOBEPEHNA
6. NlekapcTBeHHasn hopmMa ¥ NpoOU3BOAUTENS NEKaPCTBEHHOro
7. JoanpoBka npenapara (BbinyCKaloLwmia
8. KonuuecTso nekapcTBeHHOro Npenaparta | KOHTPOslb KauecTsa)
B yNaKoBKe 5. Appec (cTpaHa) gepxatens
9. HavmeHoBaHue 1 cogepxaune PErnCTPaLMOHHOTO YAOCTOBEPEHNA
AeNCTBYIOEero BeLlecTsa 1 NPOU3BOAUTENS NEKAPCTBEHHOro
10. YkasaHue o coaepxaHnm nakrosb) npenapaTa (BbiiyCcKaloLwunit
5e3BOAHO B KAYECTBE BCMOMOraTernbHOro | KOHTPOSb KavyecTBa)
BellecTsa n ee konuuecTee B 1 Tabnertke 6. NekapcTBeHHan chopma
11. Ycnoeusa xpaHeHus 7. Dosuposka
12. TyTb BBEASHUA 8. KonuuecTeo nekapcTBeHHOro
13. Ycnosusa otnycka npenapaTa B ynakoske
14. MNpepynpeauTensHbie HaanMeu: 9. HanmeHoBaHwe v cogepKardme
«MoapobHble ykasaHus Mo NPUMEHEHUIO JeiCTByIOLEro BellecTsa
npvisefeHbl B MMCTKE-BKIaabILLE», 10. Ykasanue o coaepxaHuu
«XpaHuTb B HEOCTYMHOM AN AeTen nakto3bl 6e3B0AHON B KayecTse
MecTe» BCNOMOraTensHoro BeLecTsa n ee
15. Homep cepun konuuecrtee B 1 Tabnetke
16. Jata npouseoacrsa 11. Ycnosua xpaHeHus
17. [lata ucreueHns CpoK rogHoCTH (B 12. MNyTb BBEAEHUSA
dopmare: rogeH 4o...) 13. Ycnosus otnycka
18. Wrpux-kop 14. NpeaynpeautenbHbie HaANUCK:
19. Jonyckaercsi HaHeceHne BHYTPeHHUX «oapobHbie ykaszaHus 1o
YMaKOBOYHbLIX KO408 NPUMEHEHMIO NpUBEAEHbI B SINCTKE-
20. lononHUTENbHO MOryT BbiTh HAHECEHB! | BKNagblle», «XpaHUTb B
cpencTea naeHTnduKkaumum anst HeJJOCTYNHOM ANs feTel MecTe»
MOHUTOPUHTa ABWKEHUA reKapCTBeHHbIX 15. Homep cepun
npenaparos OT Npou3BoANTENS 40 16. Jara npoussoacTea o
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KOHEUYHOro noTpebuTens (HaHeceHne 17. Jata ucTeuyeHms Cpok rogHocTi
BO3MOXHO C UCMOSIb3OBAHWEM CTUKEPa). (B dbopmare: rogeH Jo...)

18. WWrpux-kon

19. HaneceHbl BHyTpeHHUe
yNakoBOYHbIE KOABb!.

20. JononHuTenbHO HaHeCEH I i
cpepcTsa uaeHtudvikauun 4na
MOHWUTOPUHIa ABWXEHNA
NeKapCTBEHHLIX NPenapaTos oT
npoussogutessi 0 KOHeYHOro
notpeburtens (6e3 ucnonb3oBaHus
CTUKepa).

10 XpaHeHue

B opurvHaneHom yn Ke npu TemnepaTtype He Bbile 30°C.
Storage p ynakoske np paTtype He

Cpok rogHOCTH
(NepuoguyHOCTL
11 | KOHTpONSA) 3ropa 30.04.2028
Shelf life

requency of control)

- NokasaTens «MMKPO6VIOJ'IOI'VI‘-I€CK6H yncrToTa» He ABNAETCH PYTUHHBIM METOAOM aHanusa n MoXeT OTCYyTCTBOBaTh B
nacnopre KoMnaHun.

3. 3AKIMIOMEHUE
CONCLUSION

JekapcTaeHHbI npenapat Mansyc® TabneTiv 50 mr Ne 28, Homep cepun PP16840525 COOTBETCTBYET
TpeGoBaHusiM HopMaTUBHOW JokymeHTauum J1-Ne(000761)-(PT-RU)-240424 I'anayc@ TaﬁneTKM 50 mr'‘Moaynk
Mapkuposka JIM-Ne(000761)-(PIr-RU)-200723.
KoopauHaTop tbuanko- 24l 5 5:‘ : 7 =31 -,

YTBEPAMN | ) ineckoit naGopaTopia Cnyuamko O.C. | /7. L6 A (il st CFRNC
Approved by T

Version Description of change

(Bepcusa) - (OnucaHne nameHeHWi) B

1.0 HoBbilt nacnopt - )
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