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KOHTpOJ‘Ib KavyecTBa
Quality Control

Homep nacnopra:
Certificate number

4-700-0725

Bepcusii1.0

Version

1. OBIWAA UHOOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoRaHue NPpogyKumun:

[aneyc® Tabnetku 50 mr Ne 28

Checked against

MpoBepeHo Ha COOTBETCTRUE C:

Cneuudmkauymns kadectea Ha [ansyc®,
SPEC FDF 00102805, eepcus 13.0

JNMN-Ne(000761)-(Pr-RU)-240424 Maneyc® Ttabnetku 50 mr Moaynk
Mapkuposka J1M-Ne(000761)-(PI-RU)-200723

Tabnetku 50 mr Ne28, Ne56

BHyTpeHHUIA Ko Homep cepun
HepaccacoBaHHON npoaykuuu: | 42027188 HepaccacoBaHHOM npoaykuuy PS3637
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA Ko ynakoBaHHON Homep cepum ynakoBaHHOM
npoayKuUun; 44068548 npoayKuun: PS60830725
Product Code FDF Batch Number FDF
Ta Npou3BOACTBa:
ﬂ:nufactgﬁng Damfll 29.07.2025
Pasmep cepuM 3a BbIMETOM
Soesoqnl it 35 284 yn i " 35 271 yn
atch Size ; 4
Batch size without samples
2. NONYYEHHLIE PE3YNbLTATbI
TEST RESULTS
Ne Mokaszarenn® MeToa ucnbitanus / TpeGosaHue Pesynwrar
Z Parameters Analytical method / Requirement Result
BuayanbHebiia Benoro useTa Kpyrnble rnagkue
Ot ©Genoro A0 CBETNO-XeNToro LuBeTta | TabneTky CO CKOLUEHHBIMIA KpasiMu,
1 nuGaHNS Kpyrnble rnagkvue TabneTku co ckoleHHbIMU | ¢ rpasuposkoin «NVR» Ha opHoi
Appearance Py % # -
Kpasmu, ¢ rpasuposkoii «NVR» Ha ogHol | ctopoHe u «FB» Ha  apyron
cTopoHe U «FB» Ha apyroi CTopoHe. CTOpPOHE.
B3X»X. Bpems yaepXMBaHMS OCHOBHOMO
nuka Ha Xpomartorpamme WCMbITYyeMoro
pacTteopa, MpUroTOBMEHHOro ans
KONMWUYEeCTBEHHOro onpeaeneHus, [OIMKHO
COOTBETCTBOBATL BpemeHU yaepxusaHus | CooTeTcTByeT
WUpenTudukauus nvKka Ha xpomarorpamme CTaHAapTHOro
o | Identification pacteopa 1a. Otnnunme BO BpemeHax
YOEpXKUBAHWA [OOMDKHO COCTaBNATb He
- BungarnunTuH Gonee + 2,0%.
TCX. Ha xpomatorpamme WCNbLITYEMOro
pacTeBopa OCHOBHOE NATHO MO NOMOXEHMUHD,
oKpacke n BENMYMHE pomkHo | CooTeeTcTByeT
COOTBETCTBOBATL MATHY HAa XpomaTtorpaMmme
CTaHAapTHOro pacTeopa.
B3XX
3 | PacTBopenue He wmenee 80% (Q) sungarnunTuHa oT 100%
Dissolution HOMWHaNLHOIrO  COAEpXaHua  [OJIKHO
nepetn B pacteop Yepes 30 MUHYT
4 Boga Meton K. duwepa, 2 59
Water He Gonee 2,9 % !
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Quality Control
Homep nacnopra: Bepcus:1.0
CeﬂfﬁcaF:e numberp 4-700-0725 Verg.-'on
Ne Mokasarenn* MeTtoa ucneitadui / TpeGoBaHue PeaynbTtat
Parameters Analytical method / Requirement Result
B3XKX 202-01 — meHee 0,1%;
202-01 (amng): He Bonee 0,5% 209-01 — He oGHapyXeHo;
n 209-01 (UUKNMYECKWNIA amUaMH): 207-01 - He oBHapyxeHo;
pumecu )
5 | Impurities He Bonee 0,2% \ EnvHwyHas  Hecneuudmumpyemas
- BUnaarvnTiHa 207-01(aukeTonunepasun): He Gonee 0,2% | npumecs — 0,1%;
EAuHuuHas Hecneuuduumpyemas npuMech
- He Bonee 0,2% Cymma ecex npumecei — 0,1%
Cymma Bcex npumecei - He Gonee 0,8%
OgHopoOHOCTL
eguHuL
g | Ao3MpoBakus PacuyeTHo-MaccoBbli AV=3.0
Uniformity of dosage | AV < 15,0 !
units
-Bungarnuntux
KonuyecTBeHHoe BIYKX
7 :‘;g:jf‘e"e““e OT 95,0% A0 105,0% sungarnuntia ot | 100,5%
HOMWHanNLHOro cogepxaHuna
- BungarnuntiH
Mo 14 TabneTok B 6nucTep NA/AN/MBX u Mo 14 TabneTok B GnmcTep
antoMUH1eBon honbri, MA/ANMBX 1 antoMUHNEBOIA
y Mo 2 unu 4 Gnuctepa BMecTe C IMCTKOM- donbri,
nakoBka
8 Packing BKNaAblLLEM B KAPTOHHYIO Naudky. Mo 2 Bnuctepa BmecTe C NMCTKOM-
HonyckaeTcs Hanu4ue KoHTpons BKNaAbILLEM B KAPTOHHOM Nauke.
NepBUYHOro BCKPLITUA HA KAPTOHHOM KoHTponb nepenYHOro BCKpbITUSA
nadxe. Ha KapTOHHOW Nayke NpucyTCTBYeT.
MepBryHaA BHYTPeHHASA YNakoBKa MNMepBuYHan BHYTPeHHNAA
Ha 6nucTepe ykasbiBaeTcs: ynakoBKa
1. Toproeoe HaumeHoBaHWe npenapara c Ha 6nucrepe ykasaHo:
npegynpeauTensHoW MapknpoBkoi ® 1. Toprosoe HaumeHoBaHWe
2. MexayHapoaHoe HenaTeHToBaHHoe npenapata c npegynpeanTensHoi
HammeHoBaHue (aybnupyeTtcs Ha mapkuposkon ®
aHrMUIACKOM A3bIKE) 2. MexayHapogHoe
3. loroTun pepxarens perucTpauUMoHHOro | HenmaTeHTOBaHHOE HauMeHOBaHWe
YOOCTOBEPEHWA (HA aHrNMUIACKOM S3bIKe) (AybnupyeTca Ha aHrMMIACKOM
4. llekapcTeeHHas dopma A3blke)
9 Mapkuposka 5. floavpoBka 3. JloroTun pepxatens
Labelling 6. Homep cepun PErncTpaLoHHOro yaoCcToBepeHns

7. DaTa ncreveHus cpoka rogHocTu (B
chopmare: rogeH Ao...)

8. [lata npouseoacTea

9. [lonyckaeTcs HaHeceHWe BHYTPEHHUX
YNaKoBOYHbIX KOAOB KOMMaHuK. B cnyvyae
npou3BoAcTBa Ha nnowaake 000
«HosapTtuc Hesa» Ha BnucTepe ykasbiBatoT
TONbKO NepeMeHHble AaHHble 6e3 ykaszaHus
npedukcoB HoMepa cepun 1 Aathbl
OKOHYaHWA CPOKa rogHoCcTH,

(Ha aHrnMInCKoM fA3bIKe)

4, lekapcTeeHHas dopma

5. floaupoeka

6. Homep cepum

7. [ata ucreyeHus cpoka rogHocT
(B dhopmare: rogeH 8o...)

8. [lata npon3BoAcTBa He yKasaHa
9.BHYTpeHHWe ynakoBoYHbIE Koabl
KOMMaHWKN OTCYTCTBYHOT.
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KouTponk kavectea

Quality Control
Homep nacnopra: Bepcus:1.0
Certificate number 4-700-0725 Version
Ne Mokasarens* MeTog ucneitanuii / TpeGoBaHue PesynwbTar
Parameters Analytical method / Requirement Result

[Jarta npom3BoACcTBa He yKa3bliBaeTcs.
BropuuHas ynakoBKa (kapToHHaA nayka)
Ha kapToHHOW Nadvke yKasblBaeTcs:

1. ToproBoe HaumeHOBaHWe npenapara ¢
npegynpeanTensHor MapkmpoBkon ®

2. MexayHapoaHOe HenaTeHTOBaHHOoEe
HaumeHoBaHue (aybnupyeTcs Ha
aHrMUNCKOM A3bIKE)

3. NNoroTwn gepxarens perncTpaunoHHOro
YAOCTOBEPEHUS (Ha aHrIMIACKOM A3bIKE)

4. HaumeHoBaHue aepxarens
PEerucTpaLUnoHHOro YA0CTOBEPEHUS W
Npou3BOAUTENSA NEKapCTBEHHOrO
npenapara (BbinycKaloLwnii KOHTPOIb
KavecTsa)

5. Agpec (cTpaHa) gepxarens
perucTpaLmuoHHOro ya0CToBEPEHNs 1
NpoV3BOAWTENSA NEKAPCTBEHHOIO
npenapara (BbiNyCKaioLL WA KOHTPOMNL
KadecTea)

6. llekapcTBeHHas chopma

7. Joanpoeka

8. KonnyecTBo NekapcTBEHHOro npenapara
B ynakoBke

9. HanmeHoBaHue 1 copepxaHme
fencTeyloLero BelyecTea

10. YkasaHue o coaepaHun nakrosbl
6e3BoaHON B Ka4ecTBe BCrOMOraTe lsHoro
BelecTBa 1 ee konuyectee B 1 TabneTtke
11. YcnoBus xpaHeHus

12. MNyTb BBEOEHUA

13. Ycnosusa otnycka

14. NpeaynpeauTensHble HAANUCK:
«[NoapoBHble ykazaHua No NPUMEHeHWo
npuBeaeHsl B NACTKe-BKNaAbILe»,
«XpaHnTb B HEJOCTYMHOM AN AeTei
mecTe»

15. Homep cepum

16. flata npoussogcTea

17. JaTa ncreyeHus CpoK rogHocTy (B
chopmare: rogeH go...)

18. WTpnx-kopg

19. [lonyckaeTcs HaHeCeHUe BHYTPEHHWX
YNaKoBOYHbLIX KOOOB

20. JlononHWTENbHO MOryT BbITh HAHECEHbI
cpeacTeBa uaeHTUdMKaumm Ans
MOHUTOPWHIa ABIKEHWS NEKAPCTBEHHbIX
npenaparos oT Npowu3BoAWTENSA 40

Ha 6nuctepe ans Homepa cepun v
AaTbl OKOHYaHWs CpoKa rogHoCTH
yKasaHbl TONIbKO NepeMeHHble
AaHHble 6es ykasaHmsa npecnKcos.
[Hata nponssojcTBa He ykasaHa.
BropuyHas ynakoBka (KapToHHas
na4ka)

Ha kapTOHHOW Nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeavTensHoin
MapKUpPOBKOA ®

2. MexpyHapogHoe
HenaTeHToBaHHOE HauMeHoBaHWe
(aybnupyetcs Ha aHrUACKOM
A3blKe)

3. NNoroTun gepxatens
perncTpaunoHHoro yAoCcToBEpPEHUS
(Ha aHrnMACKOM A3bIKE)

4. HavumeHoBaHWe gepxarens
pernucTpaumnoHHoro yAoCTOBEPEHUS
1 NPOU3BOANTENA NEKAPCTBEHHOTO
npenapara (BbinycKaroLmii
KOHTpONb Ka4ecTsa)

5. Agpec (cTpaHa) pepxarens
perncTpaumMoHHOro yaocToBepeHns
1 NPOW3BOANTENS NeKapcTBEHHOro
npenapaTa (BbinycKatoLnii
KOHTpOIb KayecTea)

6. llekapcTeeHHan dopma

7. Josnposka

8. KonuyecTeo nekapcTBeHHOro
npenapara B ynakoeke

9. HaumeHoBaHWe N coaepXaHne
fencTeylolero BelecTea

10. YkazaHwe o cogepaHuu
nakToabl 6e3BofHON B KayecTee
BCNOMOraTenbHoro BelwecTea n ee
konuyectee B 1 TabneTke

11. Ycnosua xpaHeHuns

12. MNyTb BBEAEHUA

13. YcnoBus oTnycka

14. MpenynpeauTenbHble HaaNUCK:
«MoapobHble ykazaHus no
NpUMEHEeHWI0 NpUBeAeHbI B NUCTKe-
BKNagbiwe», « XpaHTb B
HeAOCTYNHOM ANA AeTei MecTe»
15. Homep cepun

16. [lata npoussoacTea
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KOHeYHoro noTpebuTtens (HaHeceHue 17. Oata ncteveHns cpoK rogHocTK
BO3MOXHO C UCNOMb30BAHWEM CTUKEPA). (B chopmare: rogeH go...)

18. Wrpux-kopg,

19. HaHeceHbl BHYTpeHHUE
YNaKkoBOYHbIE KOAbl.

20. [lononH1TENBHO HAHECEHbI
cpencTea uaeHTudUKaumMm gns
MOHWUTOPMWHra ABUXEHUS
nekapcTBEHHbIX NpenapaTos oT
NPOV3BOANTENS A0 KOHEYHOrO
notpeburens (6es ncnonbaosaHus
CThKepa).

XpaHeHue - °
10 Storage B opurnHanbHoR ynakoBke npu Temnepartype He Bbiwe 30°C.

Cpok rogHocTH
(MepuoauyHoCcTL
11 | KOHTpoONSA) 3ropa 30.06.2028
Shelf life

requency of control)

* - MNokasatens «MukpoBuonoruueckas YucToTa» He ABNAETCA PYTHHHBEIM METOA0M aHanuaa n MOXeT OTCYTCTEOBaTE B
nacnopTe KomnaHuK.

3. 3AKNKYEHUE
CONCLUSION

NekapcTBeHHbIN Npenapart Mansyc® Tabnetkm 50 mr Ne 28, Homep cepum P860839}"25 corrrae'rcrsye'r
TpeboBaHuaM HopMaTUBHOW AokymeHTaumu JMN-Ne(000761)-(Plr-RU)-240424 l'anﬁyc@ TabneTku 50 mr Mb.qynb

Mapkupoeka J1M-Ne(000761)-(Pr-RU)-200723.
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