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1. OBLUAA UHOOPMALINA
GENERAL INFORMATION

Qualit yI Control il
' 4-308-0425

Bepcus:1.0

Version

HavmeHoBaHue NpoayKuuu:
Product Name

Fansyc MeT® TabneTkui, NOKPbITLIE NIEHOUHOM 0GOMOUKON,
50 mr + 1000 mr Ne30

MpoBepeHO Ha COOTBETCTBUE C:

Checked against

NN-Ne(001986)-(PM-RU)-200524 Tlansyc MeT®, TabneTkn mnOKpbITLIe
nneHouHow o6onoukoii 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkmpoeka JiN-Ne(001986)-(PI-RU)-270723
CrieLmchukaums kauecTsa Ha Mansyc Met®, TabneTkv NoKpeiTbie NneHo4Hon
oBonoukoit 50 Mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BHyTpeHHUH KoR Homep cepun
HepacdpacoBaHHOWM npoaykuuu: | 42027187 HepacdacoBaHHO# npoaykuny PM4730
Product Code Bulk Batch Number Bulk
BHyTpeHHMWI KOA YNaKoBaHHOM HoMmep cepuu ynakoBaHHOM
npoayKumMu: 44068551 NpPOoayKUMK: PM83080425
Product Code FDF Batch Number FDF
Dara npousBoacTBa: 19.04.2025
Manufacturing Date
Paamep cepun 3a BbIYETOM
u:
g;g;;"seifecep“ 5965 yn. npoo: 5 956 yn.
Batch size without samples
2. MONYYEHHDIE PE3YJIbTAThI
TEST RESULTS
Ne Mokasarenb* MeTtoa ucnbitaumni / Tpebosatne PeayneTar
A Parameters Analytical method / Requirement Result
BusyanbHblf OsarnbHble TabneTkn co
OBarbHble TabneTky CO CKOLLIEHHbIMI CKOLLEHHBIMM KPasMW, TOKpbIThLIE
Onucanme KpasMu, MOKPbITbIE NINEHOYHON 0G0MOUKOM MAEeHOYHON  OBONOYKOA  TEMHO-
1 Appearance TEMHO-XENTOro ¢ CepoBaTbHIM OTTEHKOM WeNToro C CepoBathiM OTTEHKOM
useta. Ha ofHo# cTopoHe TabneTku upeTa. Ha oaHolt ctopoHe TabneTku
mapkuposka «NVR», Ha Apyrov cTopoHe —~ mapkupoeka «NVR», Ha papyro#
«FLO». cTopoHe — «FLO».
B3XKX
Bpemsi yAepKMBAHNA OCHOBHOTO nka Ha
WUpentucpmkaunna
s T
Identification XpomaTorpamMmme UCbITyeMoro pacTsopa 1 CooTBeTCTBYET
P — JOJDKHO COOTBETCTBOBATb BPeMeHN
yAEpKUBAHUA NUKa BUNSArIUNTUHa Ha
5 XpOMaTorpamme CTaHAAPTHOrO pacTeopa.
B3»XX
Bpems yaepXuBaHus OCHOBHOIO Nuka Ha
- MeTdopmuna XpomaTtorpamme MCnbITyemoro pacreopa 3 CooTseTcrayer
rugpoxnopua [OOIMKHO COOTBETCTBOBATb BPpEeMEHM
YOAEPXVIBAHUA NUKa MeTopMuHa Ha
XpOMaTorpaMmMecTaHaapTHOro pacrsopa.
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KoHTporb KavecTsa

Quality Control 2 1
Homep nacnopra: _ana. Bepcus:1.0
Conostorumber | RO vewen
Ne MNokasaresnb* MeTon ucnbitanni / TpebosaHue Pesynurar
3 Paramelers Analytical method / Requirement Result
BAOXX
99% OT 3asABNEHHOro coaepXaHus
He meHee 80% (Q) oT 3aaBfeHHOTO .
cofiepXaHusi BUnaarsmntuHa yepes 30 BUNAAMIANTUNA HEPe3 30 MUHYT;
3 | PacTtBopeHue MUHYT i
Dissolution He metee 80% (Q) OT 3asiBNIEHHOTO 100% OT 3asBIIEHHOro coaepXaHua
coAepXaHua meTgopmmHa ruapoxnopuaa g"g 'l"ﬁ?-‘p!\rnma FMApOXTopuAa Hepes
yepe3 30 MUHYT. Y
Bopa | Metop K. duiiepa o
4| water He Gonee 1,0%. 0.3%
BOMX ) ) o
202-01 (amma): He 6onee 0,5% 38381 B ree:i)%igjﬁé Ha:
Mpumecu 209-01 (uMKnuueckUi aMuanH): 207-01 p Py !
Related He 6onee 0,2% E =01 CHCICORARYNENS;
substances- 207-01 (AukeTonunepasuH). AMHIHEA
Mipumeck He Gonee 0 2% Hemne:;%dm}_mposaman npumMech
- = - MeH o;
EavHudHon HengeHTudmLmpoBaHHO . & o
BunparnuntuHa ngvuvnecw He Ggﬂ e 0 g’%” P Cyl\gma BCEX NpuMecell — mexee
5 Cymma Bcex npumeceir: He 6onee 1,0% ?’1 %
BOXX 1-LinaHoryaHnamt — 0,01%;
| 1-LinaroryaHusun: He Gonee 0,02% _ | EavHuunas
- Mpumecw EAnHNUIHOM HEAEHTUDULIMPOBAHHON | HeuaeHTUCULMPOBAHHAA NPUMECh
MeT(bOpMMHa npumecu: He dornee 0,:!% - He oGHapy)KeHa;
ruppoxnopuaa Cymma Bcex npumeceds: He 6onee 0,6% CymMma BCex rnpumeceil — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OaHopoaHOCTDL
[O03UPOBaHHbIX Bungarnmntud — B3>KX . N
6 eauHnL MeTtdomMuHa rmapoxnopua - MeTog ,\Bllgfggh”n::;"; A\é xn§’2v| }
Uniformity of Bapuaumm macc AV =06 Ap pua;
dosage AV 15,0 ’
units I
B3OMXX
[ OT 95,0% go 105,0% sungarnuntuHa oT
KonnuecteenHoe | .0 heporo COAEpXaHnA
onpeaeneHue 98 5%
Assay - g
i BuyTpeHHuit npefen Ha Bobinyck (IRL): ne
7 BunaarnunTuH MeHee 97,9% BUNAArfiMnTMHa oT
3asBNEHHOTO cofepxaHuns
BIKX
sNETPopmyHa Or 950% 4o 1050% weTdopmuHa | 99,2%
rmapoxnopua
rMOPOXNIOPUAS OT 3asBNEHHOTO COAEePKaHUS.
8 YnakoBka Mo 6 TabneTok B Grinctep NMA/AR/TNBX 1 ' plz\/i;?ﬂﬁg)e(ngiS;ﬁzLeepsoﬁ
Packing MIOMMHIACECH dJamIErH: conbru. Mo 5 6nmcTepos BMECTE C
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Homep nacnopra:
Certificate number

Quality Control

4-308-0425

Bepcm;ﬂ .0
Version

Ne Mokasarenb*
Parameters

Metoa ucnbitaHui / Tpe6osaxue
Analytical method / Requirement

Pesynbrar
Result

Mo 5 6nncTepos BMECTE C NINCTKOM-
BKNagplllem B KapTOHHYIO Nauky.
[lonyckaeTcs HanuuMe KOHTPORs NEePBOro
BCKpbITUS.

9 MapkupoBka
Labelling

MepBUYHaA BHYTPEHHAR YNaKoBKa

Ha 6nucTepe ykasbiBaeTcs:

1. ToproBoe HavMeHOBaHUWe npenapara ¢
npegynpeauTensHoi MapKupoekon ®

2. MexayHapogHoe HenareHToBaHHoe
HauMmeHoBaHue (oybnupyeTca Ha
aHIMUACKOM A3bIKE)

3. NloroTun gepxatens perncTpaLmoHHoro
yOOCTOBEPEHUA (Ha aHMTUACKOM A3bIKE)

4. lexapcreeHHan dopma

5. Nosuposka

6. Homep cepumn

7. JaTa ucteyeHns cpoka rogHocTu (B
dopmare: roaeH 4o...)

8. flata npoussoacTea

9. [lonyckaeTcst HaHeCeHWUe BHYTPEHHUX
yNaKoBOYHbIX KOAOB KoMNaHum. B crnyvae
nponseoacTea Ha nnowaake 000
«HoeapTuc Heea» Ha 6rmMcTepe ykasbiBaioT
TOJILKO NepeMeHHbIe AaHHble 63 yKazaHua
npecukcoB Homepa cepum 1 Jathl
OKOHYaHUA CPOKa rofHOCTH.

[lata npoussoacTea He yKasblBaeTCs.
BTropu4yHas ynakoBka (KapTOHHas nayka)
Ha kapToHHOI Nayke yKasbliBaeTcs:

1. Toprosoe HaumeHoBaHue npenapara ¢
npeaynpeauTerisHON MapkupoBkon ®

2. MexgyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHWe (aybnupyerca Ha
2HITIMIACKOM 513bIKe)

3. Nlorotun gepxarens perncTpauuoHHoro
YOOCTOBEPEHUS (HA aHTNUIACKOM A3bIKe)

4. HanmeHoBaHUe aepxxatens
pervcTpaumnoHHoOro yaoCToBEPEHNA U
APOV3BOANTENS NEKapCTBEHHOro nNpenapara
(BbiMyCKalOLWit KOHTPOSTL KavecTsa)

5. Appec (cTpaHa) aepxartens
PEerncTPaLMOHHOTO YO0CTOBEPEHUA 1
NpoM3BOANTESNA NEKapCTBEHHOrO npenaparta
(BBINYCKAIOLMIA KOHTPONb Ka4ecTsa)

6. NlekapcTBeHHas opma

7. Noanpoeka

8. Konu4ecTteo nexkapcTBeHHOro npenapara B
yrnakoeke

| npenapara ¢ npesynpeauTensHoi

| 4. NekapcTBeHHas dopma

MUCTKOM-BKNAAbILEM B KAPTOHHYIO
naJky. MpUCyTCTBYET KOHTPOTb
Nepsoro BCKPLITHSA.

NepBu4Hast BHYTPEHHARA
ynakoBKa

Ha 6nucrepe ykasado:

1. Toproesoe HanmeHoBaHwue
npenapara ¢ npesynpeavTensHon
MapKupoBKon ®

2. MexayHapoaHoe
HeMnaTeHTOBaHHOE HanMeHoBaHue
(ay6nupyeTcs Ha aHrnuiACKom
A3blKe)

3. lorotun aepxatens
perncTpaLnoHHOro yA0CTOBEPEHS
(Ha aHrnWNCcKOM RA3biKe)

5. [losupoBska

6. Homep cepun

7. aTa ncreueHus cpoka rogHocTn
(8 chopmarte: rogeH po...)

8. OaTa npomnssoAcTBa He ykasaHa
9.BHYTpeHHME yrakoBOYHbIE KoAb!
KOMNAHUN OTCYTCTBYIOT.

Ha 6nuctepe ans Homepa cepun n
OAaTbl OKOHYaHWUA cpoKa roAHoCTH
ykasaHbl TONbKO NepeMeHHbIe
JaHHble Oe3 ykasaHus npedmKcos .
Oata nponsBoAcTsa He yKasaHa.
BropuuHas ynakoska (KapToHHasi
nauka) [
Ha xapToHHOM Nayke yxaszaHo:
1. ToproBoe HaumeHoBaHue

Mapkuposkoii ®

2. MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaHue
(8ybnnpyeTca Ha aHrnniicKom
A3bIKE)

3. Nlorotnn gepxatena
pervcTpaumoHHOro yAOCTOBEPEeHUs
(Ha aHrNMNCKOM A3bike)

4. HavvieHoBaHVe gepxaTens
pPerucTpaumoHHOro ya0CcTOBepeHns |
¥ NpOU3BOANTENS SIEKapCTBEHHOMO |
npenapara (BbInycKalowmin |
KOHTpOnb KayecTsa)
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Quality Control
Homep nacnopra: Bepcus:1.0
Certiﬁcge numberp 4-308-0425 Vergion
Ne MNokaszarennb* MeTtoa ucnpitanuii / TpeGoBanue PesynbTar
Parameters Analytical method / Requirement Result
9. HanmeHoBaHus 1 cofepxaHus 5. Apgpec (cTpaHa) aepxartens
[OEWCTBYIOLUX BELECTB permcTpaunoHHOro yA0CTOBEPEHNA
10. YcnoBus xpaHeHus 1 NpoM3BOAUTENS NEKapCTBEHHOIO
11. MyTb BBEAGHUS npenaparta (BblfycKaloLwunia
12. YcnoBust otnycka KOHTPOJSb KaYecTBa)
[ 13. NpeaynpeautenbHeie Hagnucu: «Crnocob | 6. JlekapcTeeHHan dopma
NPUMEHEHWNS: CM. FINCTOK-BKIAALILLY, | 7. QosupoBka
«XpaHTb B HEAOCTYNHOM ANs AeTel MecTe» | 8. KonmuecTso nekapCTBeHHOro
14. Homep cepum npenapata B ynakoBke
15. [lata nponssoacTea 9. HaumeHoBaHust 1 cogepxaHus
16. [laTa ucreyeHust CPoOK rogHocTH (B AeicTBYIOWNX BELLecTB
cdopmarte: roaex o...) 10. Ycnosusa xpadeHna
17. Wrpux-xkon 11. NyTb BBEAEHNA
18. [lonyckaeTcs HaHeCEeHne BHYTPEHHNX 12. Ycnosua oTtnycka
YHAKOBOYHBIX KOA0B [lONONHUTENbHO MOryT 13. MpepynpeauTensHbie Hagnucu:
| BbITe HaHeCeHbl CPeACTBA MASHTUNKALNA «Cnocob npyMeHeHUs: CM. JIMCTOK-
[ NS MOHUTOPMHIA ABWXEHMNS! NEKAPCTBEHHBLIX | BKNaAbILY, «XPaHWUTbL B
fipenapaTos OT NPOM3BOAUTENA A0 | HEQOCTYNHOM ANS AeTel MecTe»
KOHeuYHOro notpebutens (HaHeceHvie 14. Homep cepun
BO3MOXHO C UCMOSIb3OBaHUEM CTUKEPa). 15. Aarta nponsBoAcTBa
16. Jata ucteueHnsa Cpok rofHoCTh
(e thopmarte: roaen o...)
17. Wrpwnx-koa |
18. HaneceHb! BHYTpeHHNE i
YNaKOBOUHbIE KOAbL.
JononHutensHo HaHeceHb!
cpeacTea naeHTugukatmm ana
MOHUTOPUHFa ABWKEHUA
NeKapcTBEHHBIX NpenapaTos OT
NPOM3BOAUTENS [0 KOHEYHOro
notpedburens (63 UCNonbL30BaHUSA
_ _. cTukepa).
10 )S(gr‘:gee""e {Ipu Temnepatype He Bbiwe 30°C.
CpoK rogHoOCTH
(Mepuoan4HOCTL
11 | koHTpONA) 2roaa 2 ropa (31.03.2027)
Shelf life (Frequency
of control) 3 o

* . MNokasaTtenb «Mukpobuonoruyeckas YucToTa» He ABNAETCA PYTUHHBIM METOAOM aHanusa u MoXeT OTCYTCTBOBaTb B

nacnopTe KoMmnaHuu.
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KoHTponk kavecTsa
Quality Control

Homep nacnopra: _208. Bepcusa:1.0
Certificate number S 4-308-0425 Version
3. 3AKINOYEHUE
CONCLUSION

NekapcTeeHHbIi npenapart Fansyc MeT®, TabneTkv NokpeIThie nneHouHol obonoukor, 50 mr + 1000 mr Ne30,
Homep cepun PM83080425 cooTseTcTyeT TpeGoBaHUAM HOPMaTUBHO AokyMeHTaumm J11-Ne(001986)-(PT -
RU)-200524 ansyc MeT®, TabneTku NoKpbIThie NneHo4Hoin o6onoukoit 50 mr + 500 mr, 50 + 850 mr, 50 + 10007

mr Moaynb Mapxuposka J11-Ne(001986)-(PI-RU)-270723. ] e
' | X /
CTapwwit  cneuvanuctT  fo S f
Yraepaun KomPpomo KayecTsa Anexcees b.0. 20.0%: Py /// |
Approved by /)
jor ///
y 2

Version Description of change
(Bepcus) (Onucaxve namerneHunn)
1.0 Hosbl nacnopt
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