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AHanUTUYECKUIA NacNopT Ha rOTOBYIC NPOAYKLNIO
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KoxTpone kaqecrsa

Quality Control

Homep nacnopra:
Certificate number

4-202-0325

Bepcus:1.0

Version

1. OBLLAA NHOOPMALINA
GENERAL INFORMATION

HanmeHoBaHue NPoayKuMu:
Product Name

"anByc® Tabnetky 50 mr Ne 28

I'Ipoaepeuo Ha cooTBeTCTBUE C.

Checked against

JIM-Ne(000761)-(PT-RU)-240424 Maneyc® Tabnetku 50 mr Mogyrb
Mapkuposka JiM-Ne(000761)-(PI-RU)-200723
Cneundmkauma kauectsa Ha Fansyc®, TabneTku 50 mr Ne28, Ne56
SPEC_FDF_00102805, Bepcus 13.0

BHyTpeHHui kop Homep cepun
HepacdacoBaHHOM npoaykuun: | 42027188 HepacdracoBaHHoI nponykumy PK8074
Product Code Bulk Batch Number Bulk
BHyTpeHHUiA KOA ynakoBaHHOW Homep cepum ynakosaHHOW
npoayKuuu: 44068548 npoayKUMM: PL28690325
Product Code FDF Batch Number FDF
ara npousBoacTea:
ﬂanufactgring Dato;fl 15.03.2025
s Pasmep cepuu 32 BbIYeTOM
asvep capi: 34 154 yn Npo6: 34 141 yn
Batch size without samples
2. NONYYEHHDLIE PE3YNIbTATbI
TEST RESULTS
Ne Mokazarens* MeTtop ucnsitanuii / TpeGosative Pesynurar
i Parameters Analytical method / Requirement Result
BusyanbHblii Benoro upeta «kpyrnble rnagkue
o Ot 6enoro OO0 CBETMO-KENTOro LBeTa | TAabNeTKM CO CKOLIEHHLIMW Kpasmu,
nucaHue = u
1 Appearance Kpyrnele rnagkue Taﬁne:rkw CO CKOLLUEHHBIMM | C rPaBUPOBKON «NVR» Ha 0AHoM
Kpasimu, ¢ rpaBupoBkoit «NVR» Ha opHol | cTopoHe u  «FB» Ha  gpyroi
cropoHe u «FB» Ha gpyro# cTopoHe. CTOpOHE.
BOXX. Bpemsa yaepxusaHus OCHOBHOrO
nvKa Ha XpoMaTtorpamme MCMbiTyeMoro
pacTeopa, NPUroToBMEHHOro ans
KOFIMYECTBEHHOTO onpeneneHnsi, JOoMMKHO
COOTBETCTBOBATbL BPEMEHWU yaepxuBauusi | CooTBETCTBYET
UpeHTudmkaums nMMKa Ha XpomaTtorpamme CTaHAapTHOro
o | Identification pacteopa 1a. OTnuune BO BpemeHax
YOEPKUBAHWUSA [OMKHO COCTaBMATL He
- BungarnunTux Goree + 2,0%.
TCX. Ha xpomatorpamme WCrbLITyeMoro
pacTBopa OCHOBHOE NSATHO MO MOMOXEHUIO,
okpacke " BENUUUHE ponxHo | CoorsercTayeT
COOTBETCTBOBATL NSATHY Ha Xpomarorpamme
CTaHfapTHOro pacreopa.
B3>X
3 | PacTeopenue He wmenee 80% (Q) BunparnuniuHa ot 98%
Dissolution HOMWHAMNBLHOTO  CofepXaHua  JOIKHO
nepenTy B pacTeop Yepes 30 MUHYT
4 Boga MeTog K. duepa, 2 1%
Water He Gonee 2.9 % R
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KoHTporb kadecTsa

Quality Control
Homep nacnopra: 4-202-0325 Bepcus:1.0
Certificate number Version
Ne Mokasarenn* Meton ucneitauui / TpeGosaune Peaynkrar
B Parameters Analytical method / Requirement Result
B3XX 202-01 — menee 0,1%;
202-01 (amwnp): He Gonee 0,5% 209-01 — menee 0,1%;
Npumecy 209-01 (UnKnNudecknii ammnamH): 207-01 — He oBHapyxeHo;
5 | Impurities He Gonee 0,2% EpvHnuHas  Hecneumvduumpyemas
- BunpariunTuHa 207-01(aukeTonunepasun): He Gonee 0,2% | npyMech — He 0BHaPYXeEHO;
EauHndHas Hecneyuduumpyemas rnpumech
- e 6onee 0,2% Cymma Bcex npumecen — meHee
Cymma Bcex npumeceit - He 6onee 0,8% | 0,1%
OpHoOpoOHOCTHL
eaviHuL
g | Ao3MpoBaHus PacueTHO-MaccoBblI [ AV=2 1
Uniformity of dosage | AV £15,0 ¥
units
-BungarnunTuH - o
Kon:qec'rBeHHoe | BIMX
7 Zggafeneuue | Or95,0% no 105,0% sungarnuntuHa oT 100,4%
= ByE NI HOMUHarbHOro coaepXaHua B
Mo 14 Tabnetok B Grmctep MNA/ATVTBX 1 Mo 14 TabneTtok 8 6nuctep
anioMnHMeBon onbrn. MA/ANTIBX n anioMmyHueBsoi
P — Mo 2 vnu 4 6nuctepa BMECTE C NIUCTKOM- cdhonbru,
8 Packing BKNagbllueM B KAPTOHHYIO NauKy. Mo 2 6nuctepa BMeCTe C NUCTKOM-
DonyckaeTcs Hanuuue KOHTPOons BKRAZbILIEM B KAPTOHHOM Nayke.
NEePBUYHOTO BCKPLITUS HA KAPTOHHOM KoHTPOmNb NEPBUYHOTO BCKPLITUS
ravke. Ha KapTOHHOM NayKe fpucyTCTBYET.
MepBuUYHAA BHYTPEHHAS ynakoBKa MepBuuHan BHYTpeHHAA
Ha 6nuctepe ykasbiaeTcs: ynakoBxa
1. Toprosoe HanmeHoBaHWe rnpernaparta ¢ Ha 6nucTepe ykasaHo:
npegynpeautenbHon Mapknpoekon ® 1. Toprosoe HaumeHoBaHUE
2. MexgyHapogHoe HenaTeHTOBaHHoe npenapara ¢ npeaynpeavTenbHO
HaumeHoBaHue (gy6nupyeTcs Ha Mapkuposkol ®
aHIrMUCKOM A3bIKE) 2. MexaynapogHoe
3. JloroTun gepxarens perMcTpauuoHHoOro | HenaTeHTOBaHHOE HauMeHOoBaHue
YOOCTOBEPEHUs (Ha aHrfIMNCKOM SA3bIKE) (Bybnupyetcs Ha aHrmuiACKoM
4. JlexapcTBeHHasn dopma A3bIKE)
9 MapxkupoBka 5. [osuposka 3. Norotun gepxarens
Labelling 6. Homep cepun perncTpaumoHHOro yaAoCcToBepeHns
7. data ncteueHna cpoka ropHoCTu (B (Ha aHrnuACcKoM si3bike)
cdopmarte: rogeH po...) 4. lexapcTBeHHas dopma
8. Narta npoussoncrsa 5. NosvipoBka
9. [lonyckaeTca HaHeCeHne BHYTPEHHNX 6. Homep cepun
YNaKoBOYHbIX KOAOB KOMNaHuW. B cnyyae 7. [ata ncrevenuns cpoka roqHocT#
npoussoacTea Ha nnowagke 000 (8 chopmate: roaeH Ao...)
«HosapTuc Hesa» Ha Gnnuctepe ykaseiBaloT | 8. [lata Npon3sBoACcTBa He yKasaHa
TONBKO NepeMeHHble JaHHbie 6es ykasanua | 9.BHyTpeHHME ynakoBoYHbIE KOk
npednKCOB HOMEpa cepun 1 AaThl KOMMaHUK OTCYTCTBYIOT.
OKOHYaHWs cpoka roAHOCTH. N
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B Parameters Analytical method / Requirement Result

[ata npov3BoACTBa He yKasbiBaeTcs.
BTropuuHas ynakoBKa (kapToHHasi nayvka)
Ha kapToHHOV nayke yKkasbiBaeTcs:

1. Toprosoe HaumeHoBaHve Npenapara ¢
npegynpeauTerbHON MapkupoBkoi ®

2. MexayHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (ay6nupyeTcs Ha
aHrMUIACKOM SI3bIKE)

3. INoroTvn aepxatens perucTpaumoHHOro
YOOCTOBEPEHUS (HA aHINNIACKOM A3bIKe)
4. HammeHoBaHue gepxartens
PErNCTPaLMOHHOrO YA0CTOBEPEHUS 1
NPON3BOAUTENA NEKAPCTBEHHOrO
ripenaparta (BbinyCcKatoLUit KOHTPOSb
KadecTBa)

5. Agpec (cTpaHa) aepxaTters
perncTpaumMoHHOro YA0CTOBEpEHs 1
Npou3BOANTENS NEeKapCTBEHHOro
npenaparta (BbinyCKaloLWnii KOHTPOIb
KauecTsa)

6. llekapcTeeHHas hopma

7. Dosunposka

8. KonnuecTBo nekapcTBeHHOro npenapara
B yNakoBke

9. HanmeHoBaHue 1 cogepxaHve
AeicTByiOWEero BeLlecTsa

10. YxasaHue o coaepxaHuy rnakrosbl
6e3BO4HON B KaUeCTBE BCIOMOTaTENbHOro
BelLecTBa 1 ee KonuyecTse B 1 Tabnetke
11. YcnoBua xpaHeHus

12. NyTb BBEAEHWA

13. Yenosus oTnycka

14. MNpeaynpeoutenbHble HAAMUCK:
«TMogpobHelie ykasaHust 1o NPUMeEHeHKIo
npuBegeHbl B NUCTKE-BKNAAbILLEY,
«XparuTb B HEAOCTYMHOM AnA AeTel
mecTte»

15. Homep cepun

16. [laTta npoussoacTea

17. [aTa ncreyeHust Cpok rogHoCTM (B
chopmare: roaeH Jo...)

18. WTpux-kon

19. [lonyckaeTcs HaHeceHne BHy TpeHHUX
YNAKOBOUHbBIX KOAOB

20. JononxsutenbHo MoryT ObiTh HaHeceHb!
cpeacTtBa uaeHTudvkaum ans
MOHUTOPMHFA OBMKEHUA NeKapCTBEHHbIX
npenapaToB OT Npov3sBoauTens Ao

Ha bnuctepe Ans Homepa cepum v
Aathl OKOH4YaHUsA CPOKa rogHoCTH
yKasaHbl TOMbKO NepemeHHble
OaHHble 6e3 ykasaHus rpeduKcos.
Hata npoussopctsa He ykasaHa.
BropuuHan ynakoBkKa (kapToHHasi
navka)

Ha kapTOHHOI Nayke ykasaHo:

1. Toprosoe HanMeHoBaHue
npenapara c npegynpesuTensHon
MapKk1poBKon ®

2. MexpyHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaKWe
(myBrmpyeTcsa Ha anrsiIuACKoM
A3bIKE)

3. JNlorotun pgepxarens
perucTpauroHHOro yAoCTOBEpeHus
(Ha aHrMWNCKOM A3bIKE)

4. HanmeHoBatxne aepxaTens
PErucTpaLiMoHHOro yA0CTOBEPEHUA
¥ NPON3BOAUTENS NEKapCTBEHHOIO
npenapara (BbinyckaioLwui
KOHTPOf1b KauecTBa)

5. Appec (cTpaHa) AepxaTens
PErUCTPaLIMOHHOrO YA0CTOBEPEHNSA
¥ NPOU3BOANTENA NeKapCTBEHHOro
npenapara (sbinycKaoLwit
KOHTPOSIb Ka4ecTsa)

6. llekapcTBeHHan dopma

7. Noanposka

8. KonnyecTso nexapcTBeHHOro
fipenapara B ynakosxe

9. HaumeHoBaHue 1 cogepxaHune
OEeNCTBYIOLLEro BellecTsa

10. YkazaHue o copepxaHum
nakToskl 6e3B0AHOI B KavecTse
BCNOMOraTenbHOro BeLecTsa U ee
konuuectse B 1 Tabnerke

11. Ycnosusi xpaHeHust

12. NyTL BBEOSHUA

13. YenoBus oTnycka

14. MpepynpeguTenbHbLIe HaanucK:
«MoppobHble ykazaHus no
NPUMEHEHWIO NPUBEASHBI B NIUCTKE-
BKITaAbILE», «XpaHUThL B
HeAOCTYNHOM Of1s [leTeit MecTe»
15. Homep cepun

16. JaTa nponssoncrea
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Ne | Mokazarens* Metoa ncnbitanui / Tpebosanne Pesynkrar
g Parameters Analytical method / Requirement Result
KOHEeUHOro notpeburens (HaHeceHve 17. [ara ucteyeHusi Cpok rogHoCTh
BO3MOXHO C UCNONMBb30BaHNEM CTUKEDA). (B ¢chopmarte: roaeH a0...)

18. Wrpux-koa

19. HaHeceHbl BHYTpeHHue
YMAKOBOYHbBIE KOk,

20. [lonosHnTeNbHO HaHeCEeHb!
CpeacTsa naeHTuduKaLmm ans
MOHWUTOPUHIA ABUXEHUA
NEKapCTBEHHBIX NpenapaTos oT
rpOV3BOAMTENS A0 KOHEYHOrO
notpebutens (6e3 ucnonL3oBaHnA

| cTuKepa).
10 )ég)ar:;:vne B OpVII'MHaIlI:tHOI‘/'I yrakoBKe npwn Temneparype ﬁe BI:.>ILLIe 30°C.
Cpok rogHocTun
{(Mepuoan4HOCTL
11 | KOoHTpONS) 3ropa 29.02.2028
Shelf life

requency of control)

* - TokasaTenb ((MI/IKpOﬁVIOJ'IOFI/HeCKaFl YACTOTa» He ABNAETCHA PYTUHHbIM METOAOM aHanusa n MOXeT OTCYyTCTBOBaTh B
nacnopTe KoMnaHun.

3. 3AKIMOYEHUE
CONCLUSION

JlekapcTBeHHbIM npenapar aneyc® Tabnetkn 50 mr Ne 28, Homep cepun PL28690325 coorae"r'rzﬁsj?e'r
TpeGoBaHUsIM HOpMaTUBHOMK AokyMeHTauwmn JIM-Ne(000761)-(PI-RU)-240424 aneyc® tabneTkn 50 mr Mogy b
Mapkuposka J11-Ne(000761)-(PI'-RU)-200723.

KoopaunHaTtop usuko- 9 7t~ e : 7
YTBepaun | ,,\igeckoi naGopartopui Cnyuarko O.C. | 575 L7 LL_.;/J’ZT'& i lemm
Approved by {
Version Description of change
(Bepcus) {OnucaHue n3MeHeHnin)
1.0 HoBebii nacnopTt
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