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1. OBLWIAA NHOOPMALINA
GENERAL INFORMATION

4-320-0425

Bepcus:1.0
Version

HanmeHoBaHue rnpoayKuun:
Product Name

raneyc MeT® TabneTki, NOKPLITLIE NNEHOYHOM oBonoukoi,
50 mr + 1000 mr Ne30

MposepeHO Ha COOTBETCTBUE C:

Checked against

NN-Ne(001986)-(Pr-RU)-200524 Tansyc Met®, TabneTkn MOKpoIThie
nneHouHow 060nouKkoi 50 Mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
Mapkwposka J1M-Ne(001986)-(PT-RU)-270723
CreumdukaLms kauecTsa Ha [ansyc MeT®, TabrneTku NoKpbITbIe NNIEHOUHOMN
oBonoukoit 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BHyTpeHHU KOO Homep cepumn
HepacdacoBaHHo# npoaykuuu: | 42027187 HepacdacoBaHHOW npoaykuuy PM4748
Product Code Bulk Batch Number Bulk
BHyTpeHHUN KOA yNaKkoBaHHOW Homep cepum yrnakoBaHHOM
npoAyKUnu: 44068551 npoayKuun: PN08190425
Product Code FDF Batch Number FDF
Hata npoussoacTea: 20.04.2025
Manufacturing Date
: Pasmep cepuu 3a BbI4eTOM
Pasmep cepuu: 5991 yn. npo6: 5982yn.
Batch Size ; .
Batch size without samples
2. NMONYYEHHDLIE PE3YNbTATDI
TEST RESULTS
Ne MNokaszatenb* Metoa ucnbitakuii / Tpebosanue PesynbTar
Parameters Analytical method / Requirement Result
BuisyarnbHbliA OsarnbHble TabneTkn co
OBarnbHble TabneTku Co CKOLIEHHbIMA CKOLUEHHBIMIA  KpasiMu1, TOKpbITbie
Onucanme KpasiMu, MOKPbITbIE NMNEHOYHO 0GOOYKO NNEHOYHON  ODOMNOYKOA  TEeMHO-
1 Appearance TEMHO-XKENTOro ¢ CepoBaThiM OTTEHKOM XENnToro ¢ CepoBaTbiM OTTEHKOM
yseTa. Ha oagHoii cTopoHe TabneTku upeTa. Ha opHoii cTopoHe TabneTku
mapkuposka «NVR», Ha Apyroil CTOpoHe ~ mapkupoBka «NVR», Ha Apyro#
«FLO». cTopoHe — «FLO».
B3XKX
Bpems yaepkmsaHus OCHOBHOTO NKa Ha
M“e".T."q)."Ka“"" XpomaTorpaMme UCTbITyemoro pacTsopa 1
Identification CooTBeTCTBYET
[IOIMKHO COOTBETCTBOBAaTL BPEMEHU
- BunparnuntuH
yAEPXKMBAHUA NKa BUNAArIUNTMHA Ha
2 XpomaTtorpaMme CTaHAapTHOro pacTsopa.
B3»X
Bpema yaepxuBaHWs OCHOBHOMO NiKa Ha
- MeT
MeTdopmuHa XpoMaTorpamme UCrbITyemMoro pactsopa 3 CooTseTcTayer
rmapoxnopva, [OITKHO COOTBETCTBOBaTb BPEMEHU
yaepXvBaHus NuKa MeTgopMmHa Ha
XpoMaTorpamMecTasAapTHOro pacreopa.
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Quality Control
Homep nacnopra: 290 Bepcusa:1.0
| Certificate number : e i 3.2_0_ 042_5 __ ‘, iy
Ne | Mokasarens* MeTton ucnbitanuii / TpebosaHue Pesynurar
- Parameters Analytical method / Requirement Result
| BOXKX '|
He meHee 80% (Q) OT 3asBMEHHOTO 99% OT 3anABMNEHHOro CoAepXaHusa
| cogepxaHua BunaarnunTuHa yepes 30 BUNAGIIMMTUHA Yepes 30 MUHYT,
3 | PacTBopeHne MUHYT
Dissolution He meHee 80% (Q) OT 3aSBIIEHHONO 100% OT 3as8BNEHHOrO coaepXaHus
copepxanvst meTcopmuHa rnapoxnopuaa g"g Lﬁzp_l"fm”a FUAPOXTIOpUAE Hepes
yepe3 30 MUHYT. Y
Boaa Metog K. duwepa 5
4 Water He 6onee 1,0% 0'3 %
' B3XX
[ 01 — o/-
| 202-01 (amua): He Gosnee 0,5% ggg_g} _ r:z%ig’1){‘(’él_'a_
Mpumecu 209-01 (LMKIUYECKVIA aMUANH): 207-01 6 Py '
Related He 6onee 0,2% E el e
. ’ ] OVHUYHAA
! Is'll:ab::na:gv?s- 52762:1e(§v6Kg;<:nwnepa3MH). HeMAEHTMULMPOBaHHaAs NPUMECh
" o - menee 0,1%,;
BungarnuntuHa EAQUHUYHON HeMaeHTUULMPOBaHHOW e -
npumieck: He Gonee 0,2% qun%ma BCex npumecen mMeHee
5 Cymma Bcex npumeceit: He Gonee 1,0% '
BOXX 1-LinaHoryaHuams — 0,01%;
. 1-HVI3HOFy?HI/ILMHZ He Gonee 0,02% _ | Eavnmnunas
i _ anMecM E,E,MHML!HOM HeM.D,EHTVl(bVILWIpOBaHHOVI HeVIAeHTVI¢)VILWIpOBaHHaﬁ npumech
Mer)OpMMHa npumecuH. He Oonee O,j% . - He 06Hapy)KeHa;
rnapoxmnopuaa CyMMa BCEX Npumecen. He Gonee 0,6 % CyMMa BCEX anMeceﬁ — MeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OaHOPOOHOCTbL
| /O3NMPOBAHHbBIX BungarnuntmnH — BOXX . . _
eavHuL MeTdomuHa rugpoxropus - MeTod Bungarnuntin: AV = 1,7 .
6 MeTtdomuHa ruapoxnopus
Uniformity of Bapuauuy macc AV =10 "
dosage AV =150 ’
L units ) |
B3OXX
OT 95,0% go 105,0% sungarnunTvHa OT
KonuuectsenHoe | ., nnep om0 conepxaHus
onpepeneHne 99 2%
ASSa) BHyTpeHHui npegen Ha Bobinyck (IRL): He a
H n :
7 | - Bunparmuntud meHee 97,9%  BunparnunTUHa  OT
, 3a8BJSICHHOrO coAepXaHus |
B3>XXX
}m“ﬁilfﬁéma Or 950% mo 1050% metchopmuHa | 98,8%

rMAPOXNopuAa OT 3asBNEHHOTO COAEPXaHUA. ]
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KoHTpors kavyecTsa
Quality Control

Homep nacnopra: Bepcusii1.0 !
Certiﬁcaee numberp 4-320-0425 Ver':ion '
Ne Nokasatens* MeTtopq ucnuitanmwia / TpebosaHue PesynbTart ‘
i Parameters Analytical method / Requirement _Result |
Egp. ®., . CWA, Ain. ®. nnum
®EA3C 2.16.6,2.1.6.7
MukpoGuonoruye | Kareropus 3A: '
g | ckas uucToTa Ob1Lee yncno aspoBHbLIX MAKPOOPraHU3MOB
Microbiological ~He Bonee 10 KOEB 1T; Menee SOKOEB 1T;
purity O6Lwee YACRO APONOKEBBIX 1 NIECHEBbBIX
rpubos — He 6onee 102 KOE B 1T Meree 10 KOEB 1T,
Otcyrcreue Escherichia colib 1 T. Otcytcteue B 1. |
Mo 6 TabneTok B 6smcTep MNA/AN/TMBX 1 Mo 6 Tabnetok B Gnucrep
anioMUHUeBOR onbri. MA/AR/NBX n antoMUHKEBOMN
9 YnakoBka Mo 5 6nucTepos BMECTE C NUCTKOM- donbru. Mo 5 6nucTepos BMeECTe C
Packing BKMaAbILLEM B KaPTOHHYIO NauyKy. NNCTKOM-BKNAALILLEM B KAPTOHHY!O

HonyckaeTtcs Hannume KOHTPOIA Nepsoro
BCKPBLITUA.

nauky. MpucyTCTBYeT KOHTPOTb
NepBOToO BCKPLITUS.

10 MapkupoBka
Labelling

MNepBuYHasA BHYTPEHHAA yNaKoBKa

Ha 6nucrepe ykasbiBaeTcs:

1. Toprosoe HaumeHoBaHue npenapara ¢
npeaynpesuTENLHOR MapKupoBKoA ®

2. MexgyHapogHoe HenaTeHToBasHoe
HauMeHoBaHuWe (AyGnunpyeTcs Ha
aHITINIACKOM A3bIKE)

3. Jlorotvn pepxartens perMcTpaunoHHOro
YOOCTOBEPEHUS (Ha aHrMMIACKOM SA3bIKE)

4. NexapcteeHHas dopma

5. [losnposka

6. Homep cepuwu

7. aTa ucTeueHust cpoka rogHocTH (B
dopmare: roaeH fo...)

8. lata npousBoAcTBa

9. [lonyckaeTcs HaHeceHue BHYTPEHHUX
YMNaKoBOYHbIX KOAOB KOMAaHWW. B cnyyae
nponssoAacTea Ha nnowaaxe OO0
«HoeapTtuc Heea» Ha BnucTtepe ykasbisaroT
TOMbKO NepeMeHHbie faHHble 6e3 ykasaHus
npednKcos HoMepa cepuit 1 4artbi
OKOHYaHMUA CpOKa roAHOCTK.

[aTa npousBojcTBa HE YKa3blBaeTCH.
BropuuHasi ynakoBKa (KapTOHHas nauka)
Ha kapToHHOW Nayke yKkasblBaeTcs:

1. ToproBoe HavMeHOBaHue npenapara ¢
npefynpeavTenbHol Mapkupoekon ®

2. MexxgyHapogHoe HenaTeHToBaxHoe
HaumeHoBaHue (aybnupyeTca Ha
aHIMMIACKOM A3bIKE)

3. Norotun gepxatensa perncTpaunoHHOro
yAocToBEpeHNs] (Ha aHIIMIACKOM S3bIKE)
4. HavmeHoBaHUe aepxarens
PErNCTPaLMOHHOIO YAOCTOBEPEHUS U

flepBrMYHasa BHYTPEHHAA
ynaKoBKa

Ha 6nucTepe ykasaHo:

1. Toprosoe HaumeHoBaHne
npenapara ¢ npeaynpeanTenbHON
MapKkuposkor ®

2. MexayHapoaHoe
HenaTeHTOBaHHOe HaMeHoBaHue
(ayBrmpyeTcst Ha aHINUACKOM
A3bIKe)

3. NoroTun pepxarens
PerncTpaLmuoHHOro yaocTosepeHus
(Ha aHrNWNCKOM SI3bIKE)

4. [lekapcTBeHHas opma

5. Dosuposka

6. Homep cepun

7. [lata ncreveHun cpoka roaHoCcT
(8 hopmaTe: roaeH A0...)

| 8. Qata npousBoAcTBa He yka3aHa
9.BHYTpeHHME yNakoBOYHbIE Koabl
KOMMaHUyM OTCYTCTBYIOT.

Ha 6rniuctepe ana Homepa cepun 1
OaTbl OKOHUYaHWUA CPOKa roJHOCTH
yKasaHbl TONbKO NepeMeHHbIe
AaHHble 6e3 ykasaHus npeduKcos .
| Jata npoussoacTsBa He ykasaHa.
BropuuHas ynakoBka (KapTOHHast
navka)

Ha kapToHHOW nayke ykasaHo:

1. Toprosoe HaumeHoBaHMNe
npenapara ¢ npeaynpeanTensHo

| mapkuposkon ®

[ 2. MexxayHapoaHoe

| HenaTeHTOBaHHOE HaUMeHOBaHNE

|
|
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Ne Nokasarens* Metop ucnbiTaHuit / Tpe6oBaHue PesynbTar
= Parameters Analytical method / Requirement Result

NPOW3BOAUTENA NEeKapCTBEHHOro npenaparta
(BLINYCKAOLWMIA KOHTPOb KaYecTsa)

5. Agpec (cTpaHa) aepxaTtens
PETNCTPALMOHHOTO YA0CTOBEPEHNA 1
NPOU3BOAUTENS JleKapCTBEHHOrO NpenapaTa
(BbINYCKAOLMIA KOHTPOb Ka4yecTBa)

6. NlekapcTBeHHan opma

7. Josuposka

8. KonuuecTBo NeKkapcTBEHHOro npenapara B
ynakoBke

9. HanveHoBaHus U COLepXKaHust
JENCTBYIOWMX BELLECTB

10. YcnoBusi XpaHeHus

11. MyTb BBEAEHUA

12. Ycnosus otnycka

13. NpeaynpeautenbHsie Hagnuen: «Crnocob
NPUMEHEHMS: CM. NUCTOK-BKNAAbILL»,
«XpaHuTb B HEAOCTYMHOM ANa AeTel MecTe»
14. Homep cepum

15. JaTa npon3sogcTea

16. [laTa uctedeHna cpok rogHocTu (B
cdopmare: rofeH fo...)

17. WTpunx-koq

18. JonyckaeTca HaHeceHue BHYTPEHHNX
YyNaKoBOYHbIX K0A0B [lONOSHATENBHO MOrYT
BbITb HAHECEHBI CPeACcTBa NaeHTNUKaUMu
A5 MOHUTOPUHTA ABWKEHUS NeKapCTBEHHbIX
npenaparToe oT MPOU3BOANTENA A0
KOHEeYHOro nortpedurens (HaHecewHne
BO3MOXHO C UCMOMb30BaHNEM CTUKEpa).

(pyBnuvpyeTcsa Ha aHrNUACKOM
A3blKe)

3. NoroTun gepxarens
PErvcTpauUnoHHOIO YA0CTOBEPEHUS
(Ha aHIMUNCKOM A3bIKE)

4. HanmeHoBaHve aepxarens
perncTpaumoHHOro yAoCToBepeHus
1 NpOM3BOANTENS NEKapCTBEHHOTO
npenapara (BbinycKaloLunii
KOHTPOSb KA4ecTBa)

5. Anpec (cTpaHa) Aepxatens

| perncTpaLUMoHHOro YAOCTOBEPEHUS
¥ NPOU3BOAUTENS NIEKapCTBEHHOTO
npenapara (BbinyCKaoLLUNA
KOHTPONb KauecTBa)

6. JlekapcTeeHHasn dhopma

7. Dosuposka

8. KonnyecTBo nekapcTBeHHOro
npenapara B ynakoeke

9. HammeHoBaHWA 1 coaepXxanuns
OeNCTBYIOLLUX BELLECTB

10. YcnoBus XpaHeHus

11. NyTbL BBEAESHUA

| 12. Ycnosus oTnycka

13. MpepynpeavTenbHblie HaANUCH:
«Cnocob npuMeHeHuA: CM. NUCTOK-
BKNaAbitL», «XpaHuTb B
HeaOoCTYMHOM ONs AeTeln MECTey
14. Homep cepun

15. [lata npounssojcTBa

16. [laTta ucteveHus cpok rogHocTun
(e dhopmare: rogeH 40...)

17. Wtpux-koa

18. HaHeceHbl BHYTpeHHuE
ynakoBO4Hbie KOAbl.
JononHurensHo HaHeCeHb!
cpefcTea uaeHTudukaumn gns
MOHUTOPUHIa ABWKEHUA
NeKapcTBEHHbIX NpenapaTos oT
NpOV3BOAUTENA A0 KOHEYHOTO
nortpebutens (6e3 Mcnornb3oBaHna
CTuKepa).

XpaHeHue
11
Storage

Mpu TemnepaType He Boiwe 30°C.

Cpok rogHOCTH
(MepuoanyHOCTbL
KOHTpOns)

12

2 ropa

2 ropa (31.03.2027)
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KoHTponb kayecTsa il
Quality Control
Homep nacnopta: 290 Bepcusii1.0
Certificate number _ ¥ w (S - 4_320__ 0425 i | Version
Ne MNokasarene* MeTtop ucnbitatuni / Tpe6oBaHue Pesynbtar
3 Parameters Analytical methad / Requirement Result
Shelf life (Frequency
of control)

* - Nokazarenb ((MI/IKpOﬁMOJ'IOI’VI‘-IeCKaFI yucToTay He ABMSASTCH PYTUHHLIM METOLOM aHanusa u MOXeT OTCYTCTBOBaTL B
nacriopTe KoMnaHun.

3. 3AKNIOYEHUE
CONCLUSION

TNexapcTeeHHbIi npenapart Mansyc MeT®, TabneTku MoKpbIThIe NIEHOYHOM oBonouxoii, 50 mr + 1000 mr Ne30,
Homep cepuu PN08190425 cooTBeTcTBYeT TpeGOBaHWSIM HOPMATUBHOM AOKYMEHTaUUN NN-Ne(001986)-(Pr-  4°
RU)-200524 M'ansyc MeT®, TabrieTku NOKpbITbIE NNEHOUHON 0Gonoukoi 50 Mr + 500 wmr, 50 + 850 wmr, 50 + 1000
mr Mogyns Mapxuposka J11-Ne(001986)-(Pr-RU)-270723. o4
V A/
Crapwwuii  cneupanmeT  no x —~
Yreepaun KoHTppomo KayecTpa Anekcees B.0. | -\ o3 2025 e /
Approved by ij \
£ L f .
A 7 -
ooy
Version Description of change \ /.
(Bepcus) (OnncaHve n3MEeHEHWUR)
1.0 Hoewill nacnopt
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