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Bepcua:1.0
Version

1. OBLASA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoaykuum;

Product Name

50 mr + 1000 mr Ne30

laneyc MeT® TabneTku, NoKpbIThIE NNEHOYHOM 060MNOYKOM,

lNpoBepeHo Ha cooTBeTCTBUE C:

Checked against

NIN-Ne(001986)-(PT-RU)-200524 Tansyc MeT®,

TabneTkn nNoKpbITbie

nneHouHol obonoukoii 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogayne
Mapkuposka J1I-Ne(001986)-(PIr-RU)-270723
Cneundvkauus kavectsa Ha Mansyc MeT®, TabneTkn NoKpbITHIE NNEHOYHOM
obonoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcua: 17.0

BHyTpeHHuUiA kog Homep cepun
HepacdacoBaHHoi npoaykuun: | 42027187 HepacdacoBaHHOM npoaykuuy PUSE78
Product Code Bulk Batch Number Bulk
BHyTpeHHWI Kof YynaKoBaHHOMN Homep cepum ynakosaHHOM
npoayKumu: 44068551 npoaykuuu: PV46881025
Product Code FDF Batch Number FDF
Ta NPou3BoACTEA:
ﬁgnufactlzdng Datéq 04.10.2025
Paavmep cepuu 3a BbiveTom
BPasMQp SRk 5989 yn. npo6: 2 & 5980 yn.
atch Size ! :
Batch size without samples
2. NONYYEHHBIE PE3YNbTATbI
TEST RESULTS
Ne Mokasarenb* MeTog uenbitanuii / Tpe6oeaHue Pesynirar
Parameters Analytical method / Requirement Result
BuayanbHblii OearnbHble TabneTkn co
OsanbHble TabneTkn co CKOWEeHHBIMM CKOLUEHHLIMW  KpasMu, NOKpbITbIe
o KpasimMu, NOKpbIThIE NIEHOYHON 060MOYKOi nneHouHon  obonoukoi  TEMHO-
1 Ag;zg"n':z TEMHO-KEeNTOro C CEPOBATLIM OTTEHKOM XEMnToro ¢ CepoBaTbiM OTTEHKOM
ueeTa. Ha ofHoli cTopoHe TabneTku LeeTa. Ha oaHoi cTopoHe TabneTkn
mapkuposka «NVR», Ha apyroii cTopoHe — mapkuposka «NVR», Ha Agpyroii
«FLO». CTOpoHe — «FLO».
B3»KX
Bpema yaepxuBaH1a OCHOBHOIO nuka Ha
rdgﬁ?%gggﬁa”"“ XpomarorpaMmme UcnbITyemoro pacteopa 1 Coortsercrayer
« BTN OOMKXHO COOTBETCTBOBaTL BPEMEHU
YAEPKUBAHWA NKa BUNAArNMNTIAHA Ha
2 XpomarorpaMme CTaHAapTHOro pacTeopa.
B3»KX
Bpems yaepxvBaHua OCHOBHOMO NUKa Ha
- MeTchopmuHa XpomaTorpamme UcnbiTyemoro pacrsopa 3 CooTsercTayer
ruapoxnopua OOMKHO COOTBETCTBOBaTL BPEMEHNU
yAepKnBaHua nuka MetThopmmHa Ha
XpoMaTorpamMmmMmecTaHjapTHOro pacTeopa.
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Ne Mokasarenb*® Metoa ucneitaHuii / TpeGoBaHue Pesynbrar
Parameters Analytical method / Requirement Result
B3XX 0
He meHee 80% (Q) oT 3asBneHHOro 23 ke ?:1::-?:::]::0;03 gg'i:ﬁf?m
" coAepxaHua sungarnuntuHa Yepes 30 T P yT
3 al::TBOPeHI'Ie MHHYT 1 =
Dissolution He meHee 80% (Q) ot 3aaBneHHoro :ﬂg?_c;;oormsma:am:sHHg;ﬁ;O#eap}::ng:
coepaHusa meTchopMUHa rugpoxnopuaa 30 MMHp Ap s i &
yepes 30 MUHYT. i
Boaa MeToa K. duwepa "
® Water He 6onee 1,0%. G2h
B3X b
202-01 (amua): He Gonee 0,5% e g
Mpumecn 209-01 (LMKNNYECKUI aMUANH); et = e belinpyRana
3 ' 207-01 - He oBHapyxeHa;
Related He Gonee 0,2% EHMNHas
gubstances— ig?{;g:‘égbam;;oonwnepaawH). HeUAEHTUDULMPOBAHHAS NpUMECH
RUMecH % _ — He oBHapyxeHa;
BunaarnunTmHa EAvHWYHO HenaeHTNgUUMpOBaHHOM : o
npuMecH: He Gonee 0.2% g;;n;ma BCeXx npumeceii MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% HED
B3XX 1-UmanoryaHunamH — mexee 0,01%;
1-LnaHoryaHuanH: He Gonee 0,02% EguHnyHas
- Mpumecu EAvHmuHo HEUAGHTUULIMPOBAHHON | HeyperTIMLMPOBaHHAR NPUMeECt
MeTdpopmuta npvmecw: He Gonee U‘] %o \ — He 06HapyXeHa;
ruapoXxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymzna BCEX npumeceil — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OgHopoOHOCTL
O03MPOBaHHbLIX Bungarnuntud — BOXKX . "
g | eAvHuy MeTdommHa rugpoxnopug - mMeToa Eﬂgﬂ'iagﬂ:zguanméxn;bamq
Uniformity of Bapuayuin macc AV =10 P 3
dosage AV <150 '
units
B3»X
Ot 950% po 105,0% BwngarnunTuHa OT
KankscTacos 3aABMNEHHOro coaepXaHna
onpepeneHue 99.5%
Assay BHyTpexnHuin npegen Ha Bbinyck (IRL): He .
7 | - BwnaarnunTux MeHee  97,9%  BungarnuMnTMHa  OT
3asABMNEHHOro cogepxaHusa
B3XX
- MerchopmmHa Or 950% g0 1050% wmetdopmuHa | 99,7%
ruapoxnopua
rMapoxnopuaa oT 3aaBnNeHHOro coaepXaHus.
Mo 6 TabneTok B GnncTep
YnakoBka Mo 6 TabneTok B Gnuctep MA/AN/MBX u .
g Packing antoMUHWEBOR donbrit. PIRGARTIBA it anionstisee ol

doneru. Mo 5 BaucTepoB BMecTe ¢
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Ne Mokazarens* MeTog ucnbitanuii / TpeGosanue PesynbTat
2 Parameters Analytical method / Requirement Result

Mo 5 6nucTepos BMECTE C NUCTKOM-
BKMNaAbILLEM B KAPTOHHYIO Nauyky.
DonyckaeTcsa Hanuune KoHTpons nepsoro
BCKPLITUS.

NCTKOM-BKNaAbIlLIEM B KAPTOHHYIO
nauyky. MpucyTCTBYET KOHTPONb
NepBOro BCKPLITUS,

9 Mapkuposka
Labelling

MepBuyHas BHYTpeHHNAA ynakoBka

Ha 6nuctepe ykasbiaeTcs:

1. Toprosoe HaumeHoBaHwe npenapara ¢
npeaynpeanTensHor MapKkupoBKon ®

2. MexayHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (ayGnupyeTcsi Ha
aHrMUIACKOM SA3bIKE)

3. llorotun aepxarens perucTpaLmMoHHOro
YAOCTOBEPEHUA (Ha aHrNNIACKOM A3bIKe)

4. llexapcteeHHas dopma

5. [loaupoeka

6. Homep cepum

7. [aTa ncreyeHus cpoka roaHocTu (B
copmarte: rogeH go...)

8. lata nponseoacTea

9. lonyckaeTcs HaHeCceHUe BHYTPEHHMX
ynaKoBOYHbIX KOAOB KOMNaHwW. B cnyvae
npounssoacTea Ha nnowaake 000
«HoBaptuc Hesa» Ha 6nuctepe ykaseizaioT
TONBKO NEpemMeHHble AaHHble 6e3 ykazaHus
npecukcos Homepa cepumn 1 aaTsl
OKOHYaHWsA CpoKa roAHOCTH.

[ata nponasofcTBa He ykaabiBaeTcs.
BropuyHas ynakoBka (kapToHHan na4ka)
Ha kapToHHOM nayke ykasbiBaeTcs:

1. Toprosoe HaumeHoBaHWe npenaparta ¢
npegynpeanTensHon Mapkupoekoin ®

2. MexayHapoaHoe HenaTeHTOBaHHOE
HaumeHoBaHue (aybnupyeTtca Ha
aHrMUACKOM S3bIKE)

3. [lorotun Aepxarens perucTpaUMoHHOro
YAOCTOBEPEHUS (Ha aHIMMIACKOM A3bIKE)

4. HaumeHoBaHuWe gepxartens
perncTpaunoHHoro yaoCTOBEpEHna 1
Npou3BoANTENS NEKapcTBEHHOro NpenapaTa
(BBINYCKAIOLLMIA KOHTPOSL Ka4YecTsa)

5. Aapec (cTpana) gepxatens
PerMcTpaunoHHoro yA0CTOBEPEHUS 1
npou3BoANTENs NeKapcTBeHHOro NpenapaTa
(BbINYCKAIOLLMIA KOHTPOIL KayecTsa)

6. JlekapcTBeHHas dopma

7. HoavpoBka

8. KonuyecTteo nekapcTBeHHOro npenapara B
ynakoBke

MNepBuyHas BHYyTpeHHRA
ynakoBka

Ha 6nucrepe ykazaHo:

1. ToproBoe HaumeHoBaHWe
npenaparta ¢ npeaynpeanTebHoON
Mapknposkon ®

2. MexayHapogaHoe
HenaTeHTOBaHHOE HauMeHoBaHue
(BybnupyeTtca Ha aHrnuickom
A3blke)

3. llorotun gepxarens
PErucTPaunoHHOro yA0CTOBEPEHNS
(Ha aHrnuiAickom f3bike)

4. llekapcTBeHHan dopma

5. foanpoBka

6. Homep cepun

7. Data ncreveHus cpoka roaHoCcTH
(B chopmaTe: rogeH go...)

8. lata nponsBoacTBa He ykasaHa
9.BHYTpeHHWe ynakoBoYHble Kol
KOMMaHWK1 OTCYTCTBYHOT.,

Ha 6nuctepe ans Homepa cepum n
AaTbl OKOHYaHWs CpoKa rogHoCTM
yKasaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHua npedukcos
[Nata npovsBogcTea He ykasaHa.
BropuuHas ynakoeka (kapToHHas
nauka)

Ha kapTOHHO nayke ykasaHo:

1. Toprosoe HanmeHoBaHWe
npenapara c npeaynpeauTensHon
Mapkuposkoi ®

2. MexayHapoaHoe
HenaTeHTOBaHHOE HaMMeHoBaHue
(ByGnupyeTca Ha aHrnuiackom
A3bIKE)

3. llorotun pepxarens
perncTpauroHHoro yaoCToOBEpeHNS
(Ha aHrnuiicKkom s3bike)

4. HanmeHoBaHue pepxartens
perncTpauunoHHoro yaoCToBepeHns
W Npoun3BOANTENSA NEKAPCTBEHHOrO
npenapara (BbinycKaroLwmii
KOHTpOMb KayecTsa)
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Parameters Analytical method / Requirement Result

9. HanmeHoBaHus v copgepaxanns
OelCTBYIOLLUX BELLECTB

10. Ycnosus xpaHerus

11. NyTe BBEACHWA

12. Ycnosus otnycka

13. MpeaynpeauTensHbie Hagnueu: «Cnocob
NPYUMEHEeHWUS: CM. NUCTOK-BKNaabILL»,
«XpaHUTL B HEAOCTYNHOM ANA AeTel MecTe»
14. Homep cepum

15. [lata nponseopcTea

16. [lata ucteveHns cpok roaHocTH (B
cdhopmarte: rogeH ao...)

17. Wrpux-kog

18. [lonyckaeTcst HaHeCeHUe BHYTPEHHIX
YNaKoBOYHbIX KOAOB [loNONHUTENLHO MOTYT
BbITh HaHeceHbl cpeacTBa naeHTubUKaLUmn
ANA MOHWUTOPWHIA ABUKEHWS NEKapCTBEHHbIX
npenaparos OT NpPoM3BoAUTENs A0
KOHEeYHOro notpebutens (HaHeceHue
BO3MOXHO C UCMOMb30BaHUEM CTUKepa).

5. Agpec (cTpaHa) gepxarens
perucTpauroHHoro yaocToBepeHus
1 NPOU3BOAWTENS NEKAaPCTBEHHOrO
npenapara (BbinyCKaoLLWIA
KOHTpOIb KayecTBa)

6. JlekapcTBeHHas dopma

7. Hosuposka

8. KonuyecTBo nekapcTBeHHOro
npenaparta B ynakoeke

9. HanmeHoBaHusa 1 cogepaHus
OeCTBYIOWMX BELLECTB

10. Ycnoeus xpaHeHus

11. NyTb BBEACGHWA

12. Ycnosus otnycka

13. MpegynpeantensHele HaaNUCH:
«Cnocob NpUMeHEHNsT: CM. NINCTOK-
BKNagbill», «XpaHUTb B
HEeAOCTYNMHOM ANSA AeTel MecTe»
14. Homep cepuu

15. [lata nponsBoacTea

16. data ucreueHus cpok rogHoCTm
(B chopmare: rogeH 4o...)

17. Wrpux-kog

18. HaHeceHBI BHYTpeHHKE
YyNakoBOYHbIE KoAbl.
JononHuTensHo HaHeceHb!
cpeAcTsa uaeHTudMKkaumm gns
MOHUTOPWHra ABVXEHNA
NeKapcTBeHHbIX NpenapaTos oT
NPOWU3BOAWTENS 40 KOHEYHOrO
notpeburens (6ea ucnonb3osaHus
CTUKepa).

10 XpaHeHue
Storage

Mpu Temneparype He Boiwe 30°C.

Cpok rogHocTH
(MepuognyHocTL
11 | konTpons)

Shelf life (Frequency
of control)

2 ropa

2 roaa (30.09.2027)

* - Nokazatens «MukpoBuonornyeckas YMCToTa» He SBnseTCs PYTUHHBIM METOAOM aHanu3a u MoXeT OTCYTCTBOBaTb B

nacnopTe KoMnaHuu,
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Certificate number 4-853-1025 Version
3. 3AKNOYEHUE
CONCLUSION

NekapcTeexHblil npenapat Mansyc MeT®, TabneTku NOKpPbITLIE NAeHoYHol obonoykon, 50 mr + 1000 mr Ne30,
Homep cepun PV46881025 cooTBeTcTByeT TpeboBaHMAM HOPMATUBHOM AOKYMEHTa
RU)-200524 Naneyc MeT®, TabneTkn NOKpbITLIE NNEHOYHOR o6onoukoi 50 mr +
mr Moayne Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723.

Crapwwii  cneuwanucT  no
eKkcees 5.0,
yreepaun | . roomo kauectsa AR 0
Approved by
HonsrocTs (Position) QO (Full name)
Version Description of change
(Bepcus) (OnucaHue nameHeHuin)
1.0 Hosbiih nacnopt
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