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1. OBLWAA UHOOPMALIUA
GENERAL INFORMATION

HaunmeHoBaHKue npoayKimu:
Product Name

ManByc MeT® TabneTku, NOKpbITbIE NNEHOYHON 06OMNOYKOIA,
50 mr + 1000 mr Ne30

lMpoBepeHO Ha COOTBETCTBME C:

Checked against

JM-Ne(001986)-(Pr-RU)-200524 TlanByc Met®,

TabneTkn noKpbIThie

nnexouYHoii o6onoykoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne

[T T T ey

RAme
wigapnripuona

AF_Aa/NAN4 000, /O D0 ATATAA
JH TNV I Q0U)-NT "N =2 U7 £0

Cneundvkauma kavecTsa Ha Maneyc MeT®, TabneTkun NoKPbITLIE NNEHOYHOM
obonoukon 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BHyTpeHHUIA Kog Homep cepum
HepacchacoBaHHo npogykuum: | 42027187 HepaccpacoBaHHOM npogykuuy PT7594
Product Code Bulk Batch Number Bulk
BHYTpeHHWI Ko ynakoBaHHOM Homep cepum ynakoBaHHOW
npoayKuuu: 44068551 npoAayKuuu: PU25740925
Product Code FDF Batch Number FDF
Ta Npou3BOACTEA:
ﬂgnufac!ﬂﬁng Datén 05.09.2025
Paamep cepuu: — zgzag.ap CepuM 3a BbIYETOM _—
Batch Size & .
Batch size without samples
2. NMONYYEHHBLIE PE3YNLTATDI
TEST RESULTS
Ne Mokaszarens* MeTtopn ucneitanuii / TpeGoeaHue Peaynbrar
7 Paramefers Analytical method / Requirement Result
BusyanbHbiii OeanbHble TabneTku co
OBanbHble TabneTkn co CKOWEHHLIMW CKOLEHHBIMWA  Kpasmu, NOKpbITbie
T KpasmMW, NOKpbITbIE NNeHoUYHoN 060NoYKoi nneHo4yHon  oBOonoukon  TemHo-
1 A TEMHO-)KENTOro ¢ CEepOBaTbIM OTTEHKOM XEenToro € cepoBaTthblM OTTEHKOM
ppearance - -
useta. Ha ogHow cTopoHe Tabnetkn ueeTa. Ha oaHoii cTopoHe TabneTtkn
mapkuposka «NVR», Ha gpyroli cTopoHe — mapkupoBka «NVR», Ha Agpyron
«FLO». cTopoHe — «FLO».
B3XX
Bpems yaepvBaHns OCHOBHOrO NKa Ha
rd‘;ﬁ:;z;&g:a“““ Xpomarorpamme UcneiTyemoro pacreopa 1 CoorTsercrayer
- Bun BAOIKHO COOTBETCTBOBAaTbL BPEMEHM
AarnunTuH
YAEpXKUBaHUA NUKa BUNJArNUNTHA Ha
5 XpomarorpaMmMe CTaHAapTHOro pacTeopa.
B3OXX
Bpems yaepXuBaHus OCHOBHOrO nNuka Ha
- MeTchopmuHa XpomarorpamMmmMe UCNbITyemoro pacteopa 3
rmapoxnopug AOMKHO COOTBETCTBOBATL BPEMEHU Cooreercrmyst
YAEPXKUBAHKUA NKa MeTdhopMuHa Ha
XpoMartorpammecTaHAapTHOro pacTeopa.
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KoHTpONE KavecTsa
Quality Control

Homep nacnopra: Bepcus:1.0
Certificate number 4-790-0925 Vergion
Ne Mokazatenk* Metoa ncneiranni / TpebopaHue PesynbTar
Parameters Analytical method / Requirement Result
SR 100% ot 3asBneHHoro coaepxaHna
He meHee 80% (Q) oT 3asBneHHoro - ‘;m”ana " SUAMEH -
cofepxaHusa BungarnuntiHa yepes 30 A P v,
3 ch-raopeuue MUHYT .
Dissolution He mexee 80% (Q) oT 3asBneHHOro 1H0% o7 JRARmeiiHArD Dag ARSI
cofepxaHus meThopMMHa ruapoxnopuaa “3"3 mﬁpm”ﬂa PRESIREARR Hepes
yepes 30 MUHYT. il
Bopga Metopg K. ®uwepa o
4 Water He 6onee 1,0%. 0,4%
B3XX
202-01 (ammnp): He 6onee 0,5% 202-01 - 0,1%;
Mpumecn 209-01 (UuKNMYecKuin ammuanH): 209-01 — He oBHapykeHa:
Related He Bbonee 0,2% 207-01 — He oBHapykeHa;
substances- 207-01 (aukeTonunepasuH): EanHnyHas
Mpumecn He Gonee 0,2% HewaeHTUULMPOBAHHAA NPUMECH
BungarnuntuHa EAvHn4HO HengeHTULMpoBaHHO — He obHapyxeHa;
npvmecu: He Bonee 0,2% Cymma ecex npumeceid — 0,1%
5 Cymma Bcex npumeceii: He Gonee 1,0%
BOXKX 1-UwnaHoryannamH — 0,01%;
1-LLHaH0ry3HH,D,HH: He 6onee 0,02% E,q“HIfI‘-IHaH
- I'Ipl-llvlecu Eﬂ"HHqHDM HeﬂéleHTHCb“L[HPOBaHHOﬁ Heh,quTHd)HLlMDOBaHHaH npumMmech
MeTdopMuHa npumecn: He Gonee 0,1% g — He 0BHapyKeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCEX NpUMECer — MeHee
X 0,05%
366-98 — He Bonee 0,2% 366-98 — meHee 0,1%
OpHopoaHOCTL
O03UPOBaHHbLIX BungarnuntuH — BOXKX ; B
g | eAuHuL MeThomMmmHa rnapoxnopua - MeTog Eﬂ‘;‘;&a(;;ﬂ:?:' A\;x_ng'su :
Uniformity of Bapuauun macc AV =10 Ap PuA:
dosage AV <150 i
units
B3XX
Ot 950% po 105,0% BungarnuntyuHa oOT
KonuuyectBeHHoe !
onpeaenstme 3anBMNEHHOro coaepKaHus .
Assay } 99,1%
- BUNQArTVNTIH BHyTpeHHui# npegen Ha Bbinyck (IRL): He
7 Mevee 97,9%  BungarnMnTMHa  OT
3afBMEHHOIo cogepaHus
B3XX
;Eﬁ;‘fﬁg;"wﬁ'a Or 950% po 105,0% metdopmuHa | 99,3%
ruapoxnopuga oT 3aaBNEHHOro coaepaHns,
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AHanutu4eckuii NacnopT Ha rOTORY NPOLYKLKIO

NuueHans Ha ocyllecTBneHne NPon3BOACTEA NeKapcTBeHHbIX cpeacTs Ne00153-NC
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KoHTpone kayecTtsa

<5 Quality Control
igoun_nep nacnopra: 4-790-0925 Bepcua:1.0
ertificate number Version
Ne Mokaszatens* Meton ucnuitauuin | TpeGoBaHue Pesynbtar
Parameters Analytical method / Requirement Result
Esp. ®., ®. CWIA, An. ®. unn
PEASC 2.1.6.6,2.1.6.7
Mukpo6uonoruye | Kareropus 3A:
g | ckas umucrora O6wee umcno aspobHbIX MUKPOOPraHW3MoB .
Microbiological —He Gonee 10° KOE B 1 1; MeHee S0 KOE B 1T,
purity ObLLee YMCno APOIOKEBLIX W NNECHEBbIX
rpubos — He Gonee 102 KOE B 11 Metnee 10 KOE B 11,
OtcyTtcteue Escherichia colig 1. Otcytcrere s 1r.
Mo 6 Tabnetok B 6Gnuctep NA/AN/MBX u Mo 6 Tabnetok B GnucTep
anMUHUEBO oNbru, MA/AN/NBX 1 antoMUMHWEBOIA
9 ¥YnakoBka Mo 5 6nucTepos BMECTE C NMUCTKOM- thoneru. Mo 5 6nvucTepos BMecTe ¢
Packing BKNagbIeM B KAPTOHHYIO nauky. NUCTKOM-BKNaAbILLEM B KAPTOHHYHO
HonyckaeTca Hanuuue KOHTPONs Nepeoro nauvky. MNpucyTCTBYET KOHTPOIb
BCKPBITUA. NepBoro BCKPbLITHA.
MNepBUYHAA BHYTPEHHAA yNaKoBKa MepBUYHasa BHYTPeHHARA
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. Toprosoe HanmeHoBaHWe npenaparta ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTenbHOW MapKUpoBKoi ® 1. ToproBoe HaumeHoBaHne
2. MexpayHapoaHoe HenateHToBaHHoe npenaparta ¢ npedynpeavTensHon
HaumeHoBaHue (aybnupyeTcsa Ha MapKupoBkon ®
aHrnucKoM A3blike) 2. MexayHapoaHoe
3. JloroTnn aepxarens perucTpauvoHHOro HenaTeHToBaHHOE HauMeHoBaHWe
YAOCTOBEPEHWNA (Ha aHrNIMACKOM A3bIKe) (AyBnupyeTcsa Ha aHrMUIACKoM
4. NekapcTBeHHan hopma a3blke)
5. Joaunpoeka 3. NNorotun gepxarens
6. Homep cepun perncTpaLroHHOro yA0CTOBEPEHWS
7. [laTa ucteyeHms cpoka roaHocTu (B (Ha aHrnuiickom A3bIKe)
thbopmarte: rogeH go...) 4. llekapcTBeHHan dopma
8. [lata nponasBoacTea 5. [loaupoeka
9. llonyckaeTcs HaHeCeHWe BHYTPEHHUX 6. Homep cepun
10 Mapkupoeka yNakoBOYHbIX KOAOB KomnaHuw. B cnyyae 7. [laTa ucteyeHua cpoka rogHocTu
Labelling npouasofcTea Ha nnowaake 000 (B hopmare: rogeH fo...)

«HosapTuc Hesa» Ha BnucTepe ykasbiBaloT
TONbKO NepemMeHHble AaHHele 6e3 ykasaHus
NpeduKCoB HOMepa cepuid  AaThbl
OKOHYaHWsA CpOKa roAHOCTU.

[Hata npoussoacTBa He ykasblBaeTcs.
BTropuyHas ynakoBka (KapTOHHasi Na4ka)
Ha kapToHHO nayke ykasblpaercs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npegynpeauTensHon Mapkuposkon ®

2. MexayHapogHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyeTcs Ha
aHrMACKoOM A3bIKe)

3. IloroTun aepxartens perucTpaunmoHHoro
YAOCTOBEPEHWA (Ha aHrNUACKOM A3blke)

4. HanmeHoBaHWe gepxarens
perucTpauynoHHoro yA0CToBepeHns u

8. [lata npou3BoACTBa He yKa3aHa
9.BHyTpeHHWe ynakoBOYHbIE KOAbI
KOMMNaHWn OTCYTCTBYIOT.

Ha 6nuctepe ans Homepa cepum 1
AaTbl OKOHYaHWUA cpoka rogHOCTK
yKa3saHbl TONbKO NepeMeHHble
AaHHble 6e3 yKazaHua npecdrKcos .
[HaTa npousBoAcTBa He yKasaHa.
BropuyHas ynakoBKa (KapToOHHas
nayvka)

Ha kapToHHOW Nayke ykasaHo:

1. ToproBoe HaMMeHoBaHWe
npenapara ¢ npeaynpeanTenbHON
MapKupoBKoi ®

2. MexxpyHapoaHoe
HenareHToBaHHoe HauMeHoBaHue
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Parameters Analytical method / Requirement Result
nNpou3BOAUTENA NEeKapCTBEHHOro npenapata | (Ay6nupyeTcs Ha aHrnuiAcKom

(BbInycKaloLLMii KOHTPONb KavecTsa)

5. Agpec (cTpaHa) aepxaTtens
pPerucTpaunoHHoro yA0CTOBEPEHNA 1
NpPou3BOAWTENs NeKapcTBEHHOro Npenapara
{eumyckaiciih KCHTPOML Ka4ecTaa)

6. llekapcTBeHHan dopma

7. Josuposka

8. KonvuecTso nekapcTBEHHOro Npenapara B
ynakoske

9. HaumeHoBaHuMs U cogepxaHua
OelCTBYIOLLUX BELLECTB

10. Ycnosus xpaHeHus

11. NyTe BBEAEGHWA

12. Ycnosus oTnycka

13. NMpegynpeautensHele Hagnucw: «Cnocob
NPUMEHEHUA: CM. NTUCTOK-BKNAAbILLY,
«XpaHUTb B HEAOCTYNHOM 418 AeTeid mecTe»
14. Homep cepum

156. [lata npousBoacTea

16. Jata ucteveHuns cpok rogHocTu (B
¢hopmare: roneH fo...)

17. Wrpwux-koa

18. onyckaeTcs HaHeceHUe BHYTPEHHNX
YNakoBOYHbIX KOAoB [JononHUTensHo MoryT
6bITb HaHECEHbI CPeACTBA UaEHTUDUKALMK
ANA MOHUTOPWHTa ABMKEHUA NEKAPCTBEHHbIX
npenapaTos OT NPoW3BOAWUTENS A0
KoHeyYHoro notpebutens (HaHeceHue
BO3MOXHO C MCNONb30BaHWEM CTUKepa).

A3bIKe)

3. Norotun gepxarens
perucTpawluoHHoro yaoCcToBepeHuns
(Ha aHrnucKom asbike)

4. HaWvieHOBaHke gepxaTens
perncTpaymoHHoro yaocToBepeHus
W MPOU3BOAWNTENSA NEKAPCTBEHHOIO
npenapara (BbinycKawowuii
KOHTpOnb KayecTea)

5. Agpec (cTtpaHa) gepxarens
PerucTpaumuoHHoro YAoCTOBEPEHIA
1 NPON3BOAWNTENA NEKapCTBEHHOro
npenapara (BbinycKaowui
KOHTpOnb KayecTsa)

6. lNlekapcTBeHHas copma

7. foanpoeka

8. KonnyecTBo nekapcTBeHHOro
npenapara B ynakoske

9. HaumeHoBaHWa U cogepkaHus
OefCTBYIOWMUX BeLecTs

10. Ycnoeusa xpaHeHus

11. MyTb BBEAESHWS

12. Ycnosus oTnycka

13. MNpeaynpeauTensHble HAANUCK:
«Cnoco6 NpUMEHEHNS: CM. NACTOK-
BKNagbiLy, «XpaHuTb B
HEZOCTYNHOM ANS AeTel MecTe»
14. Homep cepun

15. flata npowusBoacTea

16. [laTa ucTteyeHms CpoK rogHoCcTH
(B hopmarte: rogeH go...)

17. Wrpux-kog

18. HaneceHb! BHyTpeHHuEe
YNaKkoBOYHbIE KOAbI.
[LononHuTtensHo HaHeceH I
cpencTea naeHTudMkaumm gns
MOHUTOPWHra ABWKEHUS
neKkapcTBeHHbIX npenaparos oT
NPOW3BOANTENSA A0 KOHEYHOTO
notpebutens (6e3 ucnonbaosaHus
CTUKepa).

11 XpaHeHue
Storage

Mpun Temneparype He Bbiwe 30°C.

Cpok rogHocTH
12 | (MepuoguyHocTL
KOHTpons)

2 roga

2 ropa (31.08.2027)
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Homep nacnopra: _700. Bepcus:1.0
Certificate number 4-790-0925 Veersion
Ne Mokasatene* MeTopa ucnbitanmnia / TpeGoBanue PesynbTar
= Parameters Analytical method / Requirement Result
Shelf life (Frequency
of control)

* - Nokasatens «MukpoBuonoruyeckas YUCTOTa» He SBNAETCH PYTUHHBIM METOAOM aHanU3a U MOXeT OTCYTCTBOBaThL B
nacnopre KoMnaHuu.

3. 3AKMOUYEHUE
CONCLUSION

JTEKapCTBEHHbIH npenapar ansyc Met®, TabneTkn NoKPbITLIE NAEHOYHOM 060104Ko#A, 50 Mr + 1000 mr N30,
Homep cepun PU25740925 cootseTcTayeT TpeGoBaHusM HopMaTueHO aokymeHTauui JIM-Ne(001986)- -(Pl- /,
RU)-200524 ansyc MeT®, TabneTku NoKpbITbIE NNeHo4YHon o6onoukoil 50 Mr + 500 mr, 50 + 850 mr, 50 + 1060
mr Moaynb Mapkuposka J111-Ne(001986)-(PI-RU)-270723.

X 7
Crapwwmin  cneywanuct  no /
Anexkcees B.0. COE. (B e e /
YTBepAMI | o toomio kavecTsa 20 0% :
Approved by
Homunocts (Position) S0 (Full name) Hava (Date)
Version Description of change
(Bepcua) (OnucaHwe nameHeHui)
1.0 Hosblid nacnopT
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