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Homep nacnopta:
Certificate number

4-29-0125

Bepcwusii1.0
Version

1. OBLHAA UHOOPMALINA

GENERAL INFORMATION

HauwmeHoBaHue NPOAYKLIUA:

Product Name

50 mr + 1000 mr Ne30

lansyc MeT® TabneTku, NOKPbITLIE NieHOYHON 060noUKon,

MpoBepeHo Ha COOTBETCTBUE C:

Checked against

nneHdouHol obornoukon 50 mr + 500 mr,

NN-Ne(001986)-(PI-RU)-200524 T[ansyc MeT®, TabneTkm noKpbITbIE

50 + 850 mr, 50 + 1000 mr Moaynb

Mapruposka J1M-Ne(001986)-(PI-RU)-270723
Cneundukaums kauecTsa Ha aneyc Met®, TabneTkv NOKPbITbIE NIEHOYHOM
o6onoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 16.0

BHyTpeHHuUi kog Homep cepun
HepaccpacosaHHOM npoaykumn: | 42027187 HepacdacoBaHHo npoaykumuy PH1633
Product Code Bulk Batch Number Bulk
BHyTpeHHMiA Kof ynakoBaHHON Homep cepuu ynaxosaHHoM
NpoayKUum: 44068551 NPoAyKLMUK: PJ33980125
Product Code FDF Batch Number FDF
aTa Npou3BOACTBA:
ﬂanufact‘:ring Darten 21.01.2025
Paszmep cepun 3a BbiYeTOM
gaame_p CORMM: 5 902 yn. npo6: i 5893 yn.
atch Size ; :
Batch size without samples
2. NONYYEHHbIE PE3YNbTAThI
TEST RESULTS
Ne Mokasarens* MeTtoa ucnbiTaHuit / TpeGoBaHue Peaynbrar
Parameters Analytical method / Requirement Result
BusyasnbHbll OeanbHble TabneTku co
OsarbHbie TabneTku Co CKOLIEeHHbIMUY CKOLLEHHbIMW  Kpasmy, MNOKpbITkie
ONICanns Kpasimu, NOKpbITLIE NrieHoUHOoH 060MouKOoM nneHouyHow  obonoukot  TeMHoO-
1 Appearance TEMHO-XENTOro C CepoBaThiM OTTEHKOM KENToro ¢ CepoBaThiM OTTEHKOM
useTa. Ha ojiHo# cTopoHe TabneTku upeTa. Ha ogHol cropoHe TabneTkun
mapkmposka «NVR», Ha Apyroi cTopoHe — mapkmpoBka «NVR», Ha apyrow
«FLO». cropoHe — «FLO».
BIMX
Bpems yaepXusaHua OCHOBHOIO MnKa Ha
xfe"."."q’."“a“"" Xpomarorpamme UCrbITyemoro pacrasopa 1
entification CootBeTrcTBYET
~ BUNQArMANTHH JOIDKHO COOTBETCTBOBaTL BPEMEHU
YASPXUBAHUS NUKA BUNZArIMNTUHA Ha
5 XpoMaTorpamMmme CTasaapTHOro pactsopa.
B3XX
Bpems yaepxusaHus OCHOBHOTO Nuka Ha
- MeTdopmuna XpomarorpamMmMe UChbITYEMOro pacTeopa 3 CooTsercrayer
rmapoxnopua OOJDKHO COOTBETCTBOBaTL BPpEMeHU

yOepXMBAHUS NKa MeT(opMUHa Ha
XpOMaTOorpamMmMecTaH4apTHOro pacrsopa.
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AHanuTMYeCKu¥ NacnopT Ha roToBYHO NPORYKLUMIO

JNveHsus Ha oCyuieCTBREHNE NPOM3BOACTBa NEKapCTBEHHbIX cpeacts Ne00153-J1C
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Nopora B Kamerky, 4.40, kopn. 3, nutepa A
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KoHTporb kavecTsa

Quality Control
Homep nacnopra: 0. Bepcus:1.0
Certificate number 4-29-0125 - Version
Ne fMokasarens* Metopa ucnsitanuit / TpebosaHue PesynbTat
Parameters Analytical method / Requirement Result
BIXX
He meHee 80% (Q) OT 3a5BSIEHHOTO 101% OT 3asBMNEHHOro CoAepXaHua
coaepXaHua BunaarnunTuHa vepes 30 ERAGFATRAHA HEpe a0 Il
3 | PacTBOpeHue MUHYT .
Dissolution He meHee 80% (Q) OT 3asIBNEHHOTO 101% OT 3aABNEHHOrO cCoaepxXaHns
copepxaHns MeTgopMuHa rnapoxnopuaa “3"(? TMd;c;prMHa FMAPOXAOpHAA Hepes
Jyepes 30 MUHYT. y
Boga Metoa K. duwepa o
4 Water He Gonee 1,0%. 0.2%
B3>KX o -
202-01 (amuz): He Gonee 0,5% i oot
(LUMKIYECKUA aMUANH): 207-01 6 !
Related He Gonee 0,2% EAM-I-IMH;:: OSnapykeha,
?I%ﬁfﬁa::: > 5276-21;(2'6'(;;3"””@%“”): HenaeHTUMUMPOBaHHaA NPUMech
=’ o - BHapyxeHa,;
EAnHWIHON HeVaeHTUULMPOBaAHHON HS{O ' "
Bunparnuntuna ngwmecm: He Goﬂee 0 czp%u P Cyn:ma BCEX npumMecell — MeHee
5 Cymma Bcex npvmeceit: He Gonee 1,0% i
BOXX 1-Linamoryarmuams — 0,01%;
1-Lnaroryanmann: He 6onee 0,02% EQuHWuHas
- Mpumecs EavHmuroi He”feHT"CPV'HWPOBaHHOW HeUAEHTUDULMPOBAHHAA NPUMECh
MeTdpopmuna npumeck: He Gonee 0,] % ~ He oBHapyxeHa;
ruapoxnopuaa CyMMa BCeX npuMmecen:. He Bonee 0,6% CyMMa BCex npy‘Meceﬁ — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — He obHapyxeHa
OaHoponHOCTL
[BO3UPOBaAHHbBLIX Bungarnuntun - BOXX . N
g | eAvHWL MeTtdomuHa rugpoxnopug - metoq :\Bnﬂgf g;::;”;nz\éxngﬁn,
Uniformity of Bapuaumn macc AV = 1.4 )
dosage AV 15,0 '
units
B3XX
0, +)
Konu4ecTEeHHOS Ot 95,0% po 105,0% swungarnuntuHa oOT
onpenenenme 3aABNEHHOrC COQEPXKaHUs .
Assay y R
i BHyTperHuiA npepen Ha Bbinyck (IRL): He
7 SUIaaENANTAE Menee 97,9%  BungarAMNTMHa  OT
3aABMEHHOro cogepXaHus
BIXX
= WSTH CRNMMRS Or 950% a0 1050% wmetdopmura | 100,3%
rMAPOXIopUA
rmapoxnopuaa ot 3asBIEHHOro coaepXaHus.
YnakoBka Mo 6 Tabnetok B 6nucrep MNMA/AR/TNBX 1 JICIS aChE oK CUCTER ,
8 Packin aroMMHNeBson onbr LAV EAEMiOMATIEERA
9 ) cdoneru. Mo 5 6nuctepor BmecTe ¢
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AHanuTM4YeCKUi NacnopT Ha roToByo NPOAYKLUUIO
JNueHsmns Ha OCYLECTBNEHME NPOU3BOACTBA fiekapcTBeHHbIX cpeacts Ne00153-§1C

000 "HosapTtuc Hesa"
Poccus, Cankr-Metepbypr,
Lopora B Kamenky, 4.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
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Quality Control
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Ne Moxasarens* Meton ncnbitannii / TpedosaHue PesyneTar
e Parameters Analytical method / Requirement Result

Mo 5 6rimcrepoB BMECTE C NUCTKOM-
BKITAAbILLIEM B KAPTOHHYIO NaYky.
[Lonyckaetcs Hanmuue KOHTPONs nepBoro
BCKpbITUS.

NNCTKOM-BKIAOBILIEM B KAPTOHHYIO
nayky. MpUCYTCTBYET KOHTPOmb
NepBOro BCKPBITUS.

9 MapkupoBka
Labelling

MepBUUHAA BHYTPEHHAA YNaKoBKa

Ha 6nuctepe ykasbiBaeTca:

1. Toprosoe HaumeHOBaHWe npenapara c
npegynpeanTensHOR MapKUpoBkon ®

2. MexxgyHapoaHoe HenaTeHToBaHHoe
HavmeHoBaHve (fybnupyeTcs Ha
AHITIIACKOM RA3biKe)

3. NoroTun pepxatens perncTpaunoHHoro
YROCTOBEPEHUA (Ha aHTIMIACKOM A3blKke)

4. llexapcTseHHast hopma

5. Nosuposka

6. Homep cepuun

7. Oata ucredeHus cpoka rogHocTH (B
opmare: rogeH Ao...)

8. [lata npoussoacTea

9. JJonyckaeTca HaHeceHne BHYTPEeHHUX
YMakoBOYHbIX KOLOB KomnaHuu. B crnyyae
npownasoAcTea Ha nnowagke 000
«HosapTuc Hesa» Ha 6nuctepe yKassisaioT
TONBKO NepeMeHHbie faHHble 6e3 ykaszaHus
npedinkCoB HOMepa cepun 1 gaTtsl
OKOHYaHWA Cpoka roAHOCTH.

[ara nponssopcTBa He ykasbiBaeTCH.
BropuuHas ynakoBKka (KapToHHas navka)
Ha kapTOHHOW navke yKasbiBaeTCA:

1. Toprosoe HaumeHoBaHuve rpernapara c
npegynpeauTensHon Mapkuposkon ®

2. MexxgyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (By6nupyeTca Ha
AHIFIMIACKOM A3biKe)

3. Norotun gepxarens perucTpaLMoHHOro
YOOCTOBEPEHUSA (Ha aHTIUACKOM ASbIKE)

4. HanmeroBsaHue pepxarens
PEFNCTPALMOHHOTO YOCTOBEPEHNA U
MpoN3BOAUTENS NEKapCTBEHHOro rpenapaTa
(BbLINYCKAIOLLMIA KOHTPOSb KayecTsa)

5. Appec (ctpana) aepxarens
perucTpaunoHHOro YAOCTOBEPEHNS U
npoussoAnTenNs NekapcTBEHHOro npenapara
(BLINYCKAOLWMIA KOHTPOMb KayecTBa)

6. NlekapcTBerHas dopma

7. Dosuposka

8. KonuuecTso nekapcTseHHOro npenapara B

_ynakoBke

fMepBu4Has BHYTPEHHAS
ynakoBka

Ha 6nucrepe ykasaHo:

1. ToproBoe HanmeHoBaHue
npenapara ¢ npeaynpeauTensHon
MapKmpoBKon ®

2. MexgyHapofHoe
HenaTeHTOBaHHOE HaVMeHoBaHue
(oybnmpyeTcs Ha aHTrNNIACKOM
A3bIKE)

3. loroTun gepxarens
perucTpaumoHHOro yA0CToBEpEeHUs
(Ha aHrrMNCcKoM s3blke)

4. llekapcTBeHHas dopma

5. Josuposka

6. Homep cepuu

7. [lata ncreveHus cpoka rogHocTm
(8 bopmare: rogeH po...)

8. [laTta npoussoacTea He ykasaHa
9.BHYTpeHHWE yNaKoBOUHLIE KOAB!
KOMNaHU OTCYTCTBYIOT.

Ha 6nuncrtepe ans Homepa cepuv v
OaTbl OKOHUYAHMWS CpOKa FOAHOCTU
yKasaHbl TOMbKO NepemMeHHble
AaHHble 6e3 ykasaHus npecukcos .

| Data npoussoAcTBa He ykasaHa.

BropuuHas ynakoBka (KapToHHas
na4xa)

Ha kapToHHOW Nayke yKasaHo:

1. Toprosoe HanmeHoBaHWe
npenapara ¢ npeaynpeauTensHon
MapKmpoBKo#n ®

2. MexxagyHapogHoe
HenaTeHToBaHHOEe HauMeHoBaHUe
(ay6nupyeTcs Ha aHrNUACKOM
SA3bIKe)

3. JloroTun gepxarens
PEerucTpaLMoHHOro yAoCTOBEpEHNS
(Ha aHrnMACKOM s3blKe)

4. HammeHosaHve gepxatens
PErmcTPaLmMoHHOrO YA0CTOBEPEHUS
¥ NPOU3BOAUTENS NTIEKaPCTBEHHOrO
npenapara (BbifyCcKaloLmia
KOHTPOMb Ka4ecTBa)
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Ne Mokasarenb* Metop ucnbitanui / Tpebosanue PesynbTar

Parameters Analytical method / Requirement Result

9. HammeHoBaHWA 1 cogepXaHust 5. Appec (cTpaHa) aepxartens
OEVCTBYIOLMX BELLECTB perucTPaLnoHHoOro yAoCTOBEPEeHUs
10. YcnoBus XpaHeHus ¥ NPOU3BOANTENS NIEKAPCTBEHHOrO
11. MyTb BBEAEHNA npenapara (BbiycKaloLmni
12. Ycnosus otnycka KOHTPOMb KayecTsa)
13. MpeaynpeautensHble Hagnucu: «Cnocob | 6. flekapcTeeHHasn dopma
MAPUMEHEHWNA: CM. NUCTOK-BKNAABILL», 7. Dosuposka
«XpaHuTb B HEAOCTYNHOM ANA AeTeit mecTe» | 8. KonuuecTso NexapcTBeHHOro
14. Homep cepum npenapara B yrnakoske
15. [lata npoussoacrea 9. HanmmeHoBaHus u cogepaHus
16. Oara ncreueHuns Cpok rogHocTm (B OeiCTBYIOLNX BELUECTB
dopmarte: rogeH Ao...) 10. YcnoBus xpaHeHus
17. Wrpux-kon 11. MNyTL BBEASHWA
18. HonyckaeTcs HaHeceHUe BHYTPEeHHUX 12. Ycnoeust otnycka

yNakoBO1HbIX KOQOB LlononHuTensHo MoryT 13. I'Ipe.qynpeaneanble Hagnucu:
ObiTh HAHECEHBI CpeacTBa naeHTUuKkaumm | «Cnoco6 NPUMEHEHNA. CM. JNTIUCTOK-
i‘ Al MOHUTOPUHra ABWMXKEeHUA NekapCTBEeHHbIX i BKaAbIL, «XpaHuUTb B

npenaparos OT PoOU3BOAUTENS A0 HeAOCTYNHOM AT AeTEeN MecTe»
KOHeuvHoro notpeburens (HaHeceHve 14. Homep cepun
BO3MOXHO C UCMOMb3OBaHWEM CTUKepa). 15. [lata npomnssogcTea

16. JaTta ncreyeHunst Cpok roqHocTn
(8 chopmare: rogeH Ao...)

17. lTpux-koa

18. HaHeceHb! BHyTpEHHNE
yNaKkoBOUHbIE KOAbI.
DononHuTensHO HaHeceH b
cpeacTsa uaeHTUdUKaLmm ans
MOHWUTOPUHra ABIKEHWS
NekapcTBeHHbIX nNpernapaTos oT
NPOU3BOAUTENS [0 KOHEYHOrO
norpeburens (6e3 ncnonbL3oBaHNA

ctukepa).

10 XpaHeHue

Storage Mpn Temnepatype Hiz gl:j:u.:e 30°C.

Cpok rogHocTu

(MepuognyHOCTL

11 | koHTpons) 2ropa | 2 roga (31.12.2026)
Shelf life (Frequency

of control) ‘

* - Nlokasarerns «MVIKpO6MOJ'IOI’W-IeCKaﬂ YNCTOTa» He SABNASTCH PYTUHHBIM METOAOM aHanusa n MoXeT OTCYTCTEOBAThL B
nacnopTe KoMraHuu.
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AHanNUTUYECKUIA NAcropT Ha rOTORYIO NPOAYKUMIO

TnueHsna Ha ocylecTBNeHME NPOU3BOACTBA NeKapcTBEHHbIX cpeacTs Ne00153-J1C 000 "Hosaptuc Hesa"
Pocews, Camkr-Tetepbypr,
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TenedoH: +7 812 336 9891
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Quality Control

Homep nacnopra: 0. Bepcua:1.0
Certificate number 4-29-0125 Version
3. 3AKINOYEHUE
CONCLUSION

JlekapcTeenHbii npenapat Mansyc MeT®, TabneTky NoKpbIThIE NNEHOUHOW 060n04KoR, 50.Mr-+.1000 mr Ne30,
Homep cepumn PJ33980125 cooTBeTCcTBYET TpeBOBaHUAM HOPMATUBHOM AokymMeHTauuw [111-Ne(001986)-(PT-RU)- ../
200524 ansyc MeT®, TabneTkn noKpbiThie neHo4Hon obonoukorn 50 mr + 500 mr; 50 +850 mr, 50 + 1000 MF i
Mogayne Mapkuposka J1IN-Ne(001986)-(PFF-RU)-270723.

Crapwuin  cheuwanucT  no —
YTBePAMN | o rhomio kavecTsa Anekcees B.O. | |2 o2 ER k&
Approved by
Version Description of change
(Bepcus) (OnucaHve nsmeHeHUiA)
1.0 HosbIl nacnopt
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