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1. OBWASA MHOOPMALUA
GENERAL INFORMATION

HaumeHoBaHue npoayKumm:
Product Name

ansyc MeT® TabneTku, NOKPLITLIE NNEHOYHON 0BONOYKOIA,
50 mr + 1000 mr Ne30

MpoBepeHo Ha cooTBeTCTBYE C!

Checked against

JIMN-Ne(001986)-(PI-RU)-200524 Tansyc MeT®,

TabneTkn NOKpbIThIE

nneHoyHon obonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapxkuposka J1M-Ne(001986)-(Pr-RU)-270723
Cneundukauma kavectsa Ha Maneyc MeT®, TaBneTKu NOKPLITLIE MNAEHOYHO
o6onoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHyTpeHHU koa Homep cepumn
HepacdacoBaHHOW npogykuun: | 42027187 HepaccpacoBaHHo# npoaykuun PUS700
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA koA yNakoBaHHOMN Homep cepumn ynakoeaHHom
npoayKymuu: 44068551 npoayKuun; PV66531025
Product Code FDF Batch Number FDF
aTta npou3soAcTBa:
ﬂanufactgn'ng Datéq 04.10,2025
Pasmep cepuu 3a BbIYeTOM
Pasmep cepuu: 5931 yn. npo6: e 5922 yn.
Batch Size . :
Batch size without samples
2. NONYYEHHLIE PE3YNbTATHI
TEST RESULTS
Ne NokasaTtens* MeTop ncneitanui / TpeGosaHue PesynwTtar
Parameters Analytical method / Requirement Result
BuayaneHbli OBanbHble TabneTkn co
OeanbHble TabneTkn Co CKOLLEHHbLIMK CKOLWWEHHBIMW  KpasamMmun, MNOKpPbIThIe
o Kpasmu, NOKpbITbIE NNEHOYHON 060MoYKoiA nneHoyHon  obonoukol  TemHo-
1 A:;;Z?:ﬂ‘;g TEMHO-)KENTOro ¢ CEPOBaThIM OTTEHKOM XENnToro ¢ CepoBaTbiM OTTEHKOM
useta. Ha ogHon cTopoHe TabneTku ugeTa. Ha oaHo cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi cTopoHe — mMapkupoBka «NVR», Ha apyroi
«FLO». cTopoHe — «FLO».
B3OXX
Bpems yaepxmBaH1a 0CHOBHOIO ninka Ha
Eﬂe".'f.“q’.“"a"“" XpomarorpaMme UcnbITyemoro pacreopa 1
entification CooTtBeTcTBYET
- BUAAAFTAITTAH HAOIMKHO COOTBETCTBOBATHL BPEMEHM
YOEPXUBAHWUR NUKa BUNJArMUNTUHA Ha
2 XpomarorpaMme CTaHAapTHOroO pacTeopa.
B3XKX
Bpems yAepKuBaHUs OCHOBHOIO NUka Ha
- MeTtdopmuHa XpomarorpammMe 1cnbiTyemoro pacrteopa 3 CooTsercrayeT
ruapoxnopua AOMKHO COOTBETCTBOBATL BPEMEHU
YAEpXKUBaHUS NMUKa MeThOopMUHA Ha
XpoMarorpammecTaHAapTHOro pacrsopa.
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Ne Mokazarens* Metop ucneitanuii / Tpe6oBanue PesyneTar
v Paramefers Analytical method / Requirement Result
R 99% oT 3aABMEHHOro cofepxaHna
He meHee 80% (Q) ot 3asBneHHOro B R FRFT TR AT 30ﬂMIfH o
coep)aHua BungarnuntuHa yepea 30 A P T,
3 | PacTBopenue MIHYT e
Dissolution He menee 80% (Q) oT 3asBneHHoro :n?r q;’OOTMfHHaB?EHHg;ﬁomb‘?e;)::H::
cogepxaHusa MmeTopMuHa ruapoxnopuaa 30 MMHPT e iR Hep
yepes 30 MuHyT. y
Boga MeToa K. ®uwepa &
S i He Gonee 1,0%. 0,2%
B3XX b
202-01 (amug): He Gonee 0,5% S e e
MNpumecn 209-01 (UMKNUYECKMIA aMUaNH): Py ;
5 207-01 — He oBHapyxeHa;
Related He 60nee 0,2 A] E
. OUHWYHARA
substances- 207-01 (avkeTonunepasuH):
bacH He Gonee 0,2% Hew.neHqumumquaHHaﬂ npumech
BunaarnunTuHa EAMHWYHOW HenAeHTUDULMPOBAHHON —He oOvapyRela; y
npuMecy: He Gonee 0,2% Cmia BCEX Npumecerd — MeHee
5 Cymma Bcex npumeceit: He Gonee 1,0% 01%
BIXX 1-LuaHoryaHuguH — meHee 0,01%;
1-UnaHoryaHnavH: He 6onee 0,02% EauHu4Has
- Mpumecy EavHuaHo HGWEEHT”qD”u”POBaHHOﬁ HeWASHTU(NLMPOBAHHAs MPUMECh
MeT(I:)OpMHHa npumecn. He Honee 0,] Yo — He oﬁHapy}KeHa;
rupapoxnopuaa Cymma Bcex npumeceit: He 6onee 0,6% Cymma BCEX npuMeceil — MeHee
X 0,05%
366-98 — He Bonee 0,2% 366-98 — meree 0,1%
OpgHopogHOCTE
O03UPOBaHHbIX Bungarnuntud — BOXKX . _
6 | eAvHnL MeTdomuHa ruapoxnopug - mMeTog mlﬂfgﬂﬁ:?; A\;x—n;.:i” )
Uniformity of Bapuauum macc AV =17 Ap puA:
dosage AV =150 !
units
B3OXX
o, (s}
onpegeneHune Hep 100.8%
f\gf‘ay RO— BHyTpeHHU npegen Ha Bbinyck (IRL): He
7 e MeHee  97,9%  BungarnMNTMHA  OT
3asiBNEHHOT0 coAepKaHuA
B3XX
~NergopMuLA Or 950% g0 1050% metchopmuHa | 101,2%
ruapoxnopug
rmapoxsopuaa oT 3asBNeHHOro CoaepXXaHus.
Mo 6 Tabnetok B Gnuctep
8 :}naxqaxa Mo 6 'raﬁnerovx B Gnuctep MA/AN/TIBX 1 FAARITEX 1 aniomuiuasol
acking antoMUHNEeBOW honbru.
cponbri. Mo 5 BnucTepoB BMecTe ¢
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No Mokazartens* MeTon ucneitanuii / TpeGoraHue PeaynwTar

Parameters Analytical method / Requirement Result

Mo 5 6nucTepos BMecTe C NNCTKOM- NUCTKOM-BKNaALILIEM B KAPTOHHYIO
BKNaabILem B KAPTOHHY O Nadky. nayky. MpucyTcTBYET KOHTPONb
[HonyckaeTca HanU4Me KOHTPONSA NepBOro NepBoro BCKPbITUA.
BCKPbITUA.
MepBUYHas BHYTPEHHAA yrNakoBKa MepBuUYHaA BHYTPeHHARA
Ha 6nuctepe ykasbiBaeTcs: yrnakoeka
1. Toprosoe HauMmeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHoN Mapknposkoli ® 1. ToproBoe HavmMeHoBaHue
2. MexpyHapoaHoe HenaTeHToOBaHHOe npenapara ¢ npeaynpeauTensHoin
HavmeHoBaHue (aybnupyertcs Ha MapKkupoBKoi ®
aHrnNWnCcKom a3bike) 2. MexayHapoaHoe
3. lloroTun gepxarens perucTpaunoHHoro HenaTeHToBaHHOE HanMeHoBaHue
YOOCTOBEPEHNA (Ha aHIMUNCKOM S3bIKE) (aybnupyetcs Ha aHrmuiAcKom
4. lNekapcTBeHHas copma A3blKe)
5. loanpoeka 3. Nlorotun gepxarens
6. Homep cepun perucTpaumnoHHOro ya0CcToBEpPEHNS
7. [laTa ucTeveHna cpoka rogHocTu (B (Ha aHrNMIACKOM A3bIKE)
dopmare: rogeH go...) 4. JlekapcTBeHHas opma
8. lata npounasoacTea 5. floanpoeka
9. flonyckaeTca HaHeCeHWe BHYTPEHHMX 6. Homep cepun
ynakoBO4HbIX KOA4O0B KoMnaHun. B cnyvyae 7. [laTa ncreyeHns cpoka rogHocTu
npownseofcTea Ha nnowaake 000 (B chopmarte: roaeH Ao...)
«HosapTuc Hesa» Ha 6nucTepe ykasbiBawoT | 8. [lata nponssoacTea He ykasaHa
TOMbKO NepemMeHHble AaHHble 6e3 ykazaHus 9.BHyTpeHHWe ynakoBoYHble Koabl
npedurKCoB HOMepa cepun 1 AaThl KOMMNaHu1 OTCYTCTBYIOT.

9 MapkupoBka OKOHYaHWA CpoKa rogHoCTK. Ha 6nuctepe ons Homepa cepun i

Labelling [ata npou3ssoacTea He yKasbiBaeTCs. AaTbl OKOHYaHUA CPoKa rogHOCTM

BropuuyHas ynakoBka (KapTOHHasi nayka)
Ha kapTOHHOW Nayke ykasbiBaeTca:

1. Toproeoe HauMeHOBaHWe npenaparta ¢
npeaynpeauTensHoW MapkmupoBkoin ®

2. MexgyHapofHoe HenaTeHToBaHHOe
HaumeHoBaHue (aybnupyetcs Ha
aHrMAACKOM A3bIKE)

3. lNloroTun gepxartensa perucTpalunoHHOro
YOOCTOBEPEHUA (Ha aHrMIACKOM A3bIKe)

4. HanmeHoBaHue gepxaTens
perMcTpaLyoHHOro YO0CTOBEPEHMS 1
NPOV3BOANUTENS NEKAPCTBEHHOrO NpenapaTta
(BBINYCKAIOLLMIA KOHTPONb KAYecTBa)

5. Agpec (cTpaHa) gepxarens
perncTpaunoHHOro yA0CTOBEPeHNs 1
NpPOU3BOAVUTENS NEeKapcTBEHHOro npenapara
(BbINycKalOLLMA KOHTROMNb KayecTsa)

6. NNekapcTBeHHas dopma

7. Joavposka

8. KonnyecTso nekapcTBeHHOro npenapara B
ynakoBke

yKa3aHbl TONbKO NepeMeHHble
AaHHble Be3 ykazaHua npednkcos .
[ata npouasoacTea He ykasaHa.
BropuyHas ynakoBka (KapToHHas
nauka)

Ha kapToHHOW Nayke ykasaHo:

1. ToproBoe HavmMmeHoBaHWe
npenapara ¢ npeaynpeanTensHon
mMapkuposkoi ®

2. MexgyHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue
(oybnupyeTca Ha aHrmuUiAcKoM
A3bIKe)

3. Nlorotun gepxarens
perucTpaymnoHHoro y40CToBEpPEHNS
(Ha aHrnNMACKOM A3bIKe)

4. HanmeHosaHue aepxarens
perncTpaLmuoHHOro yAoCTOBEPEHNS
W NPOU3BOANTENS NEKapCTBEHHOMO
npenapara (BbinycKatoLwnii
KOHTpONb KayecTsa)
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9. HanmeHoBaHUsA U cogepxaHuns 5. Agpec (cTpaHa) gepxatensa
OeACTBYIOWUX BELLECTB perncTpayoHHOro yAoCToBEpeHus
10. YcnoBus xpaHeHuUs W NPOM3BOAUTENA NEKAPCTBEHHOrO
11. NyTb BBEAEHUS npenapara (BbinycKarLwynii
12. Ycnosus oTnycka KOHTPOIb Ka4yecTea)
13. NpeaynpegutencHble Hagnucu: «Cnocob | 6. [lekapcTBeHHas opma
NPUMEHeHWA: CM. NUCTOK-BKNaabILL», 7. osuposka
«XpaHuTb B HeQOCTYyNHOM Ang getei mecte» | 8. KonuuecTso nekapcTBeHHOro
14. Homep cepum npenapara B ynakoske
15. fata npounseoacTea 9. HaumeHoBaHus 1 cogepxaHus
16. fata ncre4yeHns Cpok rogHocTu (B OENCTBYIOLWNX BELLECTB
chopmare: rogeH go...) 10. Ycnosus xpaHeHun
17. WTpux-koa 11. MyTb BBEAEHNA
18. [lonyckaeTca HaHeceHWe BHYTPEeHHUX 12. Yenosusa oTnycka
YyNakoBOYHbLIX KOOO0B [JONONHUTENEHO MOTYT 13. MpeaynpeauTenbHbLIe HAANWUCK:
BbITb HAHECEHBI CpeacTBa uaeHThUKaLm «Cnocob npumeHeHWs: CM. NNCTOK-
ANA MOHWUTOPWHTA ABWKEHWA NEKAPCTBEHHBIX | BKNaAbIW», «XpaHWUTb B
npenapaTos OT NPOM3BOAUTENS A0 HEeLOCTYMNHOM ANS AeTeiln MecTen»
KOHe4Horo noTpebuTtensa (HaHeceHue 14. Homep cepun
BO3MOXHO C MCMOMb30BaHVEM CTUKepa). 15. lata npounssoacTea
16. [laTa ncTeyeHus CpoK rogHOCTU
(e dhopmare: rogeH go...)
17. Wrpux-kog
18. HaHeceHb! BHYTPEHHMWE
ynaKkoBOYHble KOAbI.
JononHuTensHo HaHeceHsI
cpeacTea uaeHTudukaLmmn ans
MOHWUTOPWHIa ABIDKEHUS
NeKapCTBEHHbIX NPenapaTos oT
NPOV3BOAMTENS A0 KOHEYHOro
notpebutens (6e3 ucnons3oBaHua
cTuKepa).
10 ég?:g%""e Mpu Temnepatype He Bbiwe 30°C.
Cpok rogHoCcTH
(Mepuogn4HOCTL
11 | kouTpons) 2 roga 2 roga (30.09.2027)
Shelf life (Frequency
of control}

* - MNokasarens «MHKPDSHDHOFHHECKEH HYUCTOTa» He ABNAETCA PYTUHHbIM METOAOM aHanusa u MOXeT OTCYTCTBOBaTL B

nacnopTte KoMnaHu\,
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3. 3AKNKYEHUE
CONCLUSION
NekapcTeeHHbIi npenapat Mansyc MeT®, TabneTku NOKPLITLIE NEHOYHON 060NOUKOA, +_1000 mr Ne30,

RU)-200524 aneyc MeT®, TabneTku NOKpbITbie NAEHOYHOM 060no4koit 50 Mr +
mr Mogyns Mapkuposka J11-Ne(001986)-(PI-RU)-270723. /

CrapwwuiA  cneuynanmuct  no
Anek 16} AT
Yreepaun KOHTPOIO KayecTea cees B.0 ZA

Approved by
Hominoctes (Position} @O (Full name)
Version Description of change .
(Bepcws) (OnucaHue U3MEHeHWIA) :
1.0 Hoebiii nacnopt
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