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Quality Control
Homep nacnopra: REA. Bepcua:1.0
Certificate number 4-854-1025 Version
1. OBWIAA UHOOPMALIUA
GENERAL INFORMATION
HanmeHoBaHue npogykumu: laneyc MeT® TabneTku, NOKPbITLIE NAEHOUHO 0GONOYKO,

Product Name

50 mr + 1000 mr Ne30

Checked against

JIN-Ne(001986)-(Pr-RU)-200524 [anByc MeT®, TabneTkn noKpbITble
nneHouyHoi oGonoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb

[POBEPEHO Ha COOTBETCTBUE C: | \anyypoka JN-Ne(001986)-(Pr-RU)-270723

Cneundukayus kayecTsa Ha Maneyc Met®, TabneTkn NOKPbIThIE MNEHOYHO
o6onoukoi 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BuyTpeHHui kog

Homep cepumn

HepacdacoBaHHOW npoaykumn: | 42027187 HepactacoBaHHoM npoaykuuu PUS679
Product Code Bulk Batch Number Bulk

BHyTpeHHUIA KOA ynakoBaHHOM Homep cepum ynakoBaHHO#M

npoayKuum: 44068551 NpoAyKUMK: PV46901025
Product Code FDF Batch Number FDF

Hara npouasogcrea:
Manufacturing Date

04.10.2025

Pasmep cepum:
Batch Size

Pasmep cepum 3a Bbi4eTOM
5973 yn. npo6: 5 964 yn.

Batch size without samples

2. NONYYEHHBLIE PE3YIIbTATbI

TEST RESULTS
Ne Mokasatens® MeTtoa ucnbitanuii / TpeGosaHue Pesynerar
Parameters Analytical method / Requirement Result
BuayanbHbli OBanbHble TabneTtku co
OBanbHble TabneTky Co CKOLLEHHbIMU CKOLUEHHbIMU  KpasiMi, MOKpbITble
i Kpasimu, NoKpbIThie NNeHoYHon 060NoYKoR nneHoyHo o6ONOYKOA  TEMHO-
1 Apgseranioe TEMHO-)KENTOro C CepoBaThiM OTTEHKOM XENTOro ¢ ceposBaThbiM OTTEHKOM
useTa. Ha ogHoi cTopoHe TabneTku LBeTa. Ha oaHol cTopoHe TabneTtkn
mMapkuposka «NVR», Ha apyroi ctopoHe — mapkupoeka «NVR», Ha pgpyroi
«FLO». cTopoHe — «FLO».
B3MXX
Bpems yaepxuBaHus OCHOBHOIO NKa Ha
UpeHTudukauma P b
e XpomMaTorpamme ucnbITyeMoro pacteopa 1
Identification CooteetcTByeT
I ——— OOIMKHO COOTBETCTBOBATL BPEMEHU
YAEPKMBaAHWUA NMUKA BUNAArNMMNTIHA HA
2 XpoMaTtorpamMmme CTaHAapTHOIo pacTeopa.
BIKX
Bpems yaepxmBaHua OCHOBHOIO MuKa Ha
- Met a Xpomarorpam CNbITYEMOro pacTe
eThopMUH p orpamme UCnbITY p opa 3 CootaeTcTayer
rmapoxnopug [OMKHO COOTBETCTBOBATL BPEMEHN
yAepKuBaHus nuka MeThopmMrHa Ha
XpoMaTorpaMmmecTasfapTHOro pacTeopa.
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Ne Mokasarenn* MeTog ucnbitanuin / Tpe6oBanue PesyneTar
Parameters Analytical method / Requirement Result
B3»KX
He meHee 80% (Q) oT 3aseneHHoro 100% or sasenerHoro conepxatus
cofepaHua BungarnuntuHa yepes 30 BAHpFTIR R e a-00 iy,
3 | PacTBopeHue MUHYT .
Dissolution He meHee 80% (Q) oT 3asBneHHOro 101% ot sasBneHHoro cogepxaHus
CoAepKaHuA MeThopMMHa rmapoxiopuaa ;'g Ld;zp:uma THAPCRIpROR Hapes
yepea 30 MUHYT. y
Boga MeToa K. ®uwepa o
e Ml e He Gonee 1,0%. 0,2%
B3XX -
202-01 (amua): He Gonee 0,5% S
Npumecn 209-01 (LMKNNYECKNA aMUanH): Py f
207-01 - He oBHapyxeHa;
Related He Bonee 0,2% B s
IS'It:;busn:aenccfs- 527;5—211 égvakgzznmnepaam): HeuaeHTUULMPOBAHHAA NpUMech
iy 9 — He obHapyxeHa;
WHWUYHOW HenaeHTUhULMPOBaHHOM .
Bunparnuntuua Ep‘qmmecu: o Goﬁee 0,‘.':2b° ” L Cymma scex npumeceii — wmetee
5 Cymma Bcex npumeceii: He Gonee 1,0% 0, 1%
B3»X 1-UnaHoryaHuguH — meree 0,01%:
1-Ll,ma|-|ory:cmm.quu: He 6onee 0,02% _ | EavHmuuHas
s anMecn E,QHHW-IHOM HEHJJ.EHTHcpumeOBaHHDM Hemnem“(pmuﬂpOBaHHag nprmMecsh
MeTdhopmuna npumecu: He Gonee 0.]% — He oGHapyxeHa;
rugpoxnopuaa CyMM& BCEX Npumeceli: He bonee 0,6% Cymma BCEX NpUMEcell — MmeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OpHopogHocTL
[03UPOBaHHBLIX BunaarnuntiH — BOXKX . _
g | eAnnny MeTdomuHa ruapoxnopua - metog agga;m::;”; A\éxn::‘i .
Uniformity of Bapuvaummn macc AV=15 AP PHA;
dosage AV =150 .
units
B3XX
Ot 95,0% po 105,0% swngarnuntuHa oT
KonuyecreeHHoe !
onpeaenenme 3aABMEHHOrO COAEPKaHWs .
Assay B '
BHyTpeHHuii npeaen Ha Boinyck (IRL): He
7 |- BunaarmaTin mMeHee  97,9%  BungarnunTMHa  oT
3aABIEHHOro coaepXKaHus
B3XKX
;“Megcfﬁg“‘“““a Or 950% no 1050% meTcbopmuna | 100,3%
ap pUA rMapoxnopuaa oT 3asBNEHHOro coaepaHns.
8 YnakoBka Mo 6 TabneTok B Gnuctep MA/ARMBX u gz fi;?l?l S;Tsl;ig:n:?—:qeepaon
Packing anioM1nHUeBo conbrn.

donkrn. Mo 5 Gnuctepos BmecTe ¢
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Ne lNMokasarenb* Metoa ucniiTanuii | TpeGosaHue PesynbTar

Parameters Analytical method / Requirement Result

Mo 5 6nucTepoB BMECTE C MUCTKOM- NUCTKOM-BKNaAbILLEM B KAPTOHHYH
BKMadblleM B KAPTOHHYIO NayKy. nauky, MpucyTcTBYET KOHTPONb
[LonyckaeTca Hanuume KOHTPONA NepBoro NEPBOro BCKPLITUSA.
BCKPbITUS.
lNepBUYHaA BHYTPEHHAS yNaKkoBKa MepBrYHan BHYTPeHHAN
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. ToproeBoe HauMeHoBaHWe npenapara ¢ Ha 6nucTepe ykasaHo:
npegynpeauTenbHoOn MapkupoBkon ® 1. Toproeoe HaumeHoBaHwe
2. MexxgyHapoaHoe HenaTeHToBaHHoe npenaparta ¢ npeaynpeanTensHon
HaumeHosaHwe (aybnupyeTcs Ha MapK1poskon ®
HrNUACKOM 5i3biKe) 2. MexxayHapogHoe
3. Nlorotun Aepxartens perucTpaumroHHoro HenareHToBaHHOE HauMeHoBaHWe
YAOCTOBEPEHUS (Ha aHrMUACKOM A3blke) (ay6nupyeTca Ha aHrnuiAckom
4. llekapcTBeHHas opma A3bIKe)
5. flosvpoeka 3. lorotun pepxarens
6. Homep cepun PerucTpaumnoHHoro yAoCcToBepeHns
7. [ata ucteueHus cpoka roaHocTu (s (Ha aHrnuiACKom fA3bike)
chopmare: rogeH go...) 4. NekapcTBeHHas opma
8. [lata npov3soacTea 5. [loavipoBka
8. lonyckaeTcs HaHeCEHWEe BHYTPEHHUX 6. Homep cepuu
yNakoBOYHLIX KOAOB KomnaHuw, B cnyyae 7. faTa ucteueHns cpoka rogHocTm
npon3soacTea Ha nnowagke Q00 (s dropmare: rogeH go...)
«HosapTuc Hesa» Ha 6nucTepe ykasbiBaioT | 8. [lata nponssoAcTBa He yKkasaHa
TONbKO NEpPEMeHHbIe faHHble 6e3 ykasaHus 9.BHYTpeHHWe ynakoBOYHbIE KOsl
npedKcoB HOMEpa cepvn U AaThl KOMNaHWK OTCYTCTBYIOT.

9 MapkupoBka OKOHYaHWA CpoKa rogHOCTU. Ha 6nuctepe ana Homepa cepum u

Labelling Hata nponssoacTBa He yKa3sbiBaeTcs. AaTbl OKOHYaHWA CpoKa rogHoCTU

BropuuHas ynakoBka (KapTOHHas na4ka)
Ha kapTOHHOW nayke ykasbisaeTcs:

1. ToproBoe HaumeHoOBaHWe npenaparta ¢
npedynpeavTensHoin Mapkuposkoin ®

2. MexayHapoaHoe HenaTeHToBaHHOe
HaumeHosaHuwe (ay6nupyeTcs Ha
aHINUACKOM A3bIKe)

3. lloroTun gepxarens permcTpaunoHHoro
yAOCTOBEpeHUs (Ha aHrNUACKOM A3blke)

4. HaumeHoBaHue oepxartena
per1vcTpauuoHHoro yaocToBepeHus 1
npou3BoAnTENA NeKkapcTBEHHOro npenapara
(BbINyCKaKOWWIA KOHTPONb KayecTsa)

5. Agpec (cTpaHa) gepxarens
Per1vcTpaLnoHHOro y40CTOBEpeHNs 1
NpPOoU3BOAUTENA NEKAPCTBEHHOrO Npenaparta
(BbINYCKaIOLLMIA KOHTPOSIb KaYecTBa)

6. lNekapcTBeHHas cdopma

7. OosupoBka

8. Konu4ecTso nekapcTBeHHOro npenapara B
ynakoske

yKasaHbl TONbKO NepemMeHHble
AaHHble 6e3 ykasaHusa npeduKkcos |
[Nata nponssoacTBa He ykasaHa.
BropuyHas ynakoBka (kapToHHas
navka)

Ha KapToHHOW Nnayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenaparta c npegynpeavTensHon
MapkupoBKoin ®

2. MexpyHapogHoe
HenareHToBaHHOE HauMeHoBaHWe
(ay6nupyeTca Ha aHrMUiAcKom
A3bIKE)

3. NoroTun gepxaTens
PErncTpaunoHHOro YA0CTOBEPEHMS
(Ha aHrnWiicKoM A3bike)

4. HavmeHoBaHue gepxatens
perucTpaumnoHHoro yaocToBepeHns
1 NPON3BOAUTENS NMEKAPCTBEHHOrO
npenapara (BbinyCcKakLWuiA
KOHTpOnb Ka4yecTea)
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9. HaumeHoBaHuAa 1 coaepxaHus
OeACTBYIOWMX BELECTB

10. Yenosusi xpaHeHus

11. NyTb BBEAEHNA

12. Yecnosus otnycka

13. NpegynpeautensHsle Hagnucu: «Cnocob
NPUMEHEHUA: CM. NNCTOK-BKNAAbILL»,
«XpaHuTb B HEAOCTYNHOM ANS AETeN MecTe»
14. Homep cepun

15. lata npownseoacTea

16. [lata ucteueHusi Cpok rogHocTu (B
dopmare: rogeH ao...)

17. Wrpunx-kog,

18. [lonyckaeTcsi HaHECEHWE BHYTPEHHUX
YNakoBOYHbIX KOA4OB [lononHUTENLHO MOrYT
ObITb HaHECEHb! CPeACTBa MAEHTUDUKALN
AN MOHWUTOPWHra ABMXEHWS NeKapcTBEeHHbIX
npenaparTos OT NPOM3BOAWNTENS A0
KoHeuyHoro noTpeburens (HaHeceHue
BO3MOXHO C UCNONb30BaHUEM CTUKepa).

5. Aapec (cTpaHa) gepxartens
perucTpaunoHHoro yaocToBepeHns
1 NPOU3BOAWTENS NEKAPCTBEHHOrO
npenapara (BbinycKaroLmii
KOHTpOSb KavecTBa)

6. llekapcTBeHHas ¢opma

7. Jo3amposka

8. KonnyecTso nekapcTBeHHOro
npenapara B ynakoBKke

9. HaumeHoBaHus 1 cogepxaHns
OelCTBYIOLWMX BELLecTB

10. YcnoBus xpaHeHus

11. MNMyTb BBEACHUA

12. Ycnosus otnycka

13. MpeaynpeguTtensHeie HaaNUeu:
«Cnocob NPpUMEHEHNS: CM. NIACTOK-
BKNagbil», «XpaHuTb B
HEAOCTYNHOM ANA AeTeil MecTe»
14. Homep cepun

15. [aTta npou3soacTea

16. [laTa ucteyeHms cpok rogHocTH
(e dhopmare: rogeH no...)

17. Wrpux-kog

18. HaHeceHb! BHYTpeHHNe
YNaKkoBOYHbIE KOAbI.
[ononHutensHO HaHeceHsI
cpeacTea uaeHTudvkaumum ans
MOHWUTOPWHIa ABWMKEHNA
nekapcTBEHHbIX Npenaparos oT
NPOW3BOANTENS A0 KOHEYHOTO
notpebutens (6e3 ucnonb3osaHus
CTUKepa).

10 XpaHeHue
Storage

IMpwn TemnepaType He Bhiwe 30°C.

Cpok rogHoCTH
(MepuognyHocTL
11 | koHTpon=A)

Shelf life (Frequency
of control)

2 ropa

2 roga (30.09.2027)

* - MNokasaTens «Mukpoburonornyeckas ynctota» He ABNseTcs PYTUHHBIM METOAOM aHanusa »u MOXeT OTCYTCTBOBaTh B

nacnopTe KoMnaHnu.
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3. 3AKMOYEHUE
CONCLUSION
NexapcTeenHbiil npenapat Mansyc MeT®, TabneTky NOKPLITLIE MIEHOMHON 06OSIOUKOI, 5Q.me+.1000 mr Ne30,
Homep cepun PV46901025 cooTBETCTBYET TPEBOBAHWUAM HOPMATUBHOI ,uor(ymemauwﬁlﬂim )-(PT-

RU)-200524 Mansyc MeT®, TabneTku nokpbITbie NNeHOYHOH 060104Koi 50 Mr + SMJ@;
mr Moaynb Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723.
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