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Version

1. OBLUAA UHOOPMALIUA

GENERAL INFORMATION

HaumenoBaHue npogykumu:

Product Name

lansyc® Tabnetku 50 mr Ne 28

lpoBepeHo Ha COOTBETCTBUE C:

Checked against

Creuundwmkaums kadecTsa Ha Mansyc®,
SPEC_FDF_00102805, sepcus 13.0

JIN-Ne(000761)-(Pr-RU)-240424 Mansyc® tabnetkn 50 mr
Moayne Mapkuposka J1M-Ne(000761)-(Pr-RU)-200723

Tabnetkmn 50 mr Ne28, Ne56

BHyTpeHHWIt kog Homep cepun
HepacthacoBaHHOW npoaykuun: | 42027188 HepacthacoBaHHON npogykuun PV1327
Product Code Bulk Batch Number Buik
BHYTpPEHHUI KoA ynakoBaHHOW Homep cepuu ynakosaHHo#M
NPoAyKUnN; 44068548 npoayKuum: PV45201025
Product Code FDF Balch Number FDF
ara npousBoncTBa:
ﬂanufactﬂrmg Da!‘e‘fI 10.10.2025
Paamep cepun 3a BblueTom
BPasme_p SRR 34259 yn npo6: St 34 203 yn
alch Size ; !
Batch size without samples
2. NONYYEHHbIE PE3YNbLTATHI
TEST RESULTS
Ne Mokaszarenk* Metoa ucnuitanui / Tpe6osaune Peaynwrar
® Parameters Analytical method / Requirement Result
BuayanbHbll benoro uBeta kpyrnble rnagkue
o Ot Genoro A0 CBETNO-XENTOro LiBETa | TaBeTKN CO CKOLUEHHLIMU Kpasmy,
nucaHue - t
1 Appearance Kpyrnble rnagkve Ta6ne_'mu CO CKOLUEHHbIMU | ¢ rpaBupoBkoit «NVR» Ha oAHoi
Kpaamu, ¢ rpaeupoekoi «NVR» Ha ogHol | cTopoHe u  «FB» Ha apyrown
cTopoHe U «FB» Ha gpyrow cTopoHe. CTOpOHe,
B3OXX. Bpems yaepMuBaHus OCHOBHOTO
MUKa Ha Xpomarorpamme WCMbITYEMOro
pacTeopa, NPUroTOBMEHHOTO ans
KONMUYECTBEHHOTO OnpeaeneHws, AO0MKHO
COOTBETCTBOBATL BpPEMEHU yAepxuBaHus | CooTBeTCTBYeT
WneHTudmkaums nUuKa Ha Xpomarorpamme CTaHAAPTHOro
5 | Identification pacteopa 1a. Otnuume BO BpemeHax
YAEPKNBAHUA [OIMKHO COCTaBMATh He
- Bungarnuntux Gonee + 2,0%.
TCX. Ha xpomaTorpaMme wucnbITyemoro
pacTteopa OCHOBHOE NATHO MO MONOKEHWIO,
oKkpacke n BENNYUHE fonxHo | CoorseTcTByET
COOTBETCTBOBATL MATHY Ha XpoMaTorpamme
CTaHA4apTHOro pacTeopa.
B3XX
3 | PacTeopeHue He wmenee 80% (Q) sungarnuntHa oT 100%
Dissolution HOMWHaNbHOTC  COAEpPXaHus  JOMKHO
nepevtu B pacteop Yepes 30 MuHyT
4 Boga MeToga K. duwepa, 2 4%
Water He 6onee 2,9 % ' J
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B3OXX 202-01 — mexee 0,1%:;
202-01 (amug): He Gonee 0,5% 209-01 — He oBHapyxeHo;
Npumecy 209-01 (UMKNNYECKUn ammanH): 207-01 — He 0BHapyxeHo;
5 | Impurities He 6onee 0,2% Eavkmnunas  Hecneuudmumpyemas
B — 207-01(aukeTonunepasuH): He Gonee 0,2% NPUMECH — He 0BHapYXeHO;
EanHnunas Hecneunduumpyemas npumecs
- He Gonee 0,2% Cymma Bcex npumecein — meHee
Cymma Bcex npumeceii - He Gonee 0,8% 0,1%
OnHopogHocTh
eauHuL
g | Ao3upoBaHus PacueTHo-maccoBbiin AV=16
Uniformity of dosage | AV < 15,0 '
units
-BunparnuntuH
| B
7 Assay Ot 95,0% go 105,0% sungarnunTuHa ot 100,6%
= e —— HOMUHANBLHOrO CoAepXKaHns
PEA3C 2.1.6.6,2.16.7
Kareropus 3A:
MvkpoGuonoruyeck Obwwee uncrio aspoBHbIX MUKPOOPraH3MOB
8 | as 4mcrota - He Gonee 10°KOE B 11; Menee 50 KOE B 1T;
Microbiological OBliee YUCNO APONOKEBLIX W NNECHEBbIX
purity rpubos - He Gonee 102 KOE B 1 T; MeHee 10 KOEB 11;
OrcytctBue Escherichia colie 1 r OtcyTtctBue B 11
Mo 14 TabneTok B Gructep MA/AN/MBX u Mo 14 TabneTtok B GnucTep
anioMUHMeBoi onebru, MA/AIMBX u antoMuHueBsoi
Vaskosia Mo 2 unun 4 6rcTepa BMECTe C NNCTKOM- dhonbru.
9 Packing BKNAAbILEM B KGPTOHHYIO Nadky. Mo 2 6nuctepa BmecTe ¢ NMCTKOM-
HonyckaeTcs Hanuuwe KoHTpons BK1AAbILLEM B KAPTOHHOW Navke.
NepBUYHOTO BCKPLITWS HA KAPTOHHOIA KoHTponb nepeuyHOro BCKpbITHS
navke. Ha KapTOHHOW Nayke NpUCYTCTBYET.
MepBuyHaA BHYTPeHHNAS ynakoBKa MepBuuHas BHYyTpeHHsR
Ha 6nuctepe ykasbiBaeTtcs: ynakoBka
1. Toprosoe HanmeHoBaHue npenapara ¢ Ha 6nuctepe ykasano:
npenynpeanTensHo MapkupoBKoi ® 1. Toprooe HaumeHoBaHue
2. MexxgyHapoaHoe HenaTeHTOBaHHOe npenapara ¢ npeaynpeauTensHom
HaumeHoeaHwe (gybnupyeTcs Ha Mapkuposkoi ®
aHrMUINCKOM 5i3biKe) 2. MexxgyHapogHoe
10 Taab‘:-;::‘;"r?gona 3. Jlorotun gepxatens perucTpaUmMoHHoro HEeNaTeHToOBaHHOE HauMeHoBaHne

YACCTOBEPEHUA (Ha aHrNMACKOM A3blike)
4. llexapcTBeHHasn topma

5. [loampoeka

6. Homep cepun

7. [aTa vctedeHus cpoka rogHocTy (B
chopmare: rogeH 1o...)

8. [lata npouseoacTea

(By6nupyeTcs Ha aHrnuUncKom
A3blke)

3. Nlorotun gepxatens
PEr1cTpaunoHHOro yA0CTOBEPEHUS
(Ha aHrnuiAckom A3bIKe)

4. lekapctBeHHas opma

5. [losupoeka
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9. HonyckaeTca HaHeCeHWe BHYTPEHHMX
YNAKoBOYHbIX KOAOB KOMNaHuW. B cnyuae
npoussogcTea Ha nnowagke OO0
«HoeapTuc Hesa» Ha BnucTepe ykasbiBaloT
TONBLKO NepemeHHble JaHHble 6e3 ykaszaHus
NpeuKcoB HoMepa cepun 1 4aThbl
OKOHYaHWA cpoka rogHocTw.

HaTta npou3soacTea He yKa3biBaeTCs.
BropuyHan ynakoBKa (KapTOHHasA navka)
Ha kapToHHOW nadke ykasblBaeTCs:

1. Toprosoe HaumeHoBaHWe npenapaTta ¢
npeaynpeauTensHon MapkupoBkoi ®

2. MexayHapogHoe HenaTeHToBaHHOe
HaumeHoBaHue (aybnupyeTtcs Ha
aHrMWACKOM S3bIKE)

3. Norotun gepxarens perucTpauuoHHOro
YAOCTOBEPEHUA (Ha aHrMMACKOM A3blKe)

4. HaumeHoBaHve gepxartens
perucTpauuoHHOro yaAoCToOBEPEHNS U
NPOW3BOAMTENS NEeKapCTBEHHOro
npenapara (BbinycKaroLWi KOHTPOmb
KavecTBa)

5. Agpec (cTpaHa) gepxaTtens
perucTpaumnoHHoOro yaAoCTOBEPEHNA U
NPoN3BOANTENA NEKapCTBEHHOIo
npenapara (BbiNycKaloLmMii KOHTPOIb
KadecTea)

6. lekapcTBeHHas cdopma

7. loaupoBka

8. KonuyecTeo nekapcTeeHHoro npenaparta
B yrnakoBke

8. HaumeHoBaHue 1 coagepxaHve
AeNCTBYIOLWEro BewecTsa

10. YkasaHue o coaepaHum NakTosbl
6e3B0AHOI B KAYECTBE BCMOMOraTensHoro
BELLEecTBa 1 ee Konudyectse B 1 TabneTke
11. YcnoBust xpaHeHus

12. MNyTb BBEOEHWA

13. Yenosus oTtnycka

14. MpegynpegutentHble Hagnuew:
«MoapoBHele ykasaHWs No NPUMEHEHUIO
npuseaeHsl B NMCTKE-BKNaabILEy,
«XpaHUTb B HEJOCTYNHOM ANS OeTei
mMecTe»

15. Homep cepum

16. [lata npouseoacTBa

17. Jata ncteyeHUs cpok roaHocTu (B
dopmare: rogeH A0...)

6. Homep cepun

7. [aTta ucteveHns cpoka rogHocTu
(B hopmarte: rogeH ao...)

8. llata npouseoacTBa He yKkasaHa
9.BHYTpEHHUE YNaKkoBOYHbLIE KOkl
KOMMaHWW OTCYTCTBYIOT.

Ha 6nucTepe ana Homepa cepun 1
[aTbl OKOHYaHWA CPOKa rogHOCTK
yKa3aHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHusa npeduKcos.
[Hata npowssoAcTBa He yKasaHa.
BropuuHas ynakoBeka (kapToHHas
navxay)

Ha kapToHHOIi nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHoi
MapKUpoBKon ®

2. MexayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHme
(ayBnupyeTcs Ha aHrNUACKOM
A3bIKEe)

3. Ilorotun gepxatens
perucTpaLuoHHoro YAOCTOBEPEHUS
(Ha aHrnuickom A3bike)

4. HaumeHoBaHue gepxatens
perncTpaLoHHOro yaAoCTOBEPEHUS
1 NPOU3BOAUTENSA NeKapCTBEHHOro
npenapara (Bbinyckarowui
KOHTpONb kayecTsa)

5. Aapec (cTpaHa) gepxarens
perucTpaLnoHHero yA0CTOBEPEHS
W NpoM3BOAUTENSA NeKapCTBEHHOro
npenapara (BbINycKaoLmii
KOHTpOSb KavyecTsa)

6. llekapcTeeHHas hopma

7. Jo3unposka

8. Konuuyectso nekapcTeeHHoro
npenapara B ynakoeke

9. HaumeHosaHue 1 cogepkaque
OercTBYIOLLEero BelecTea

10. YkasaHue o cogepxaHun
nakTo3bl He3soaHON B KauecTee
BCMOMOraTenbHoro BeLwecTsa n ee
konuyecTse B 1 TabneTke

11. Yenosus xpaHeHus

12. NyTb BBEAEHUA

13. Ycnoeus otnycka
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18. WTpux-kon 14. MNpepynpeauTternsHbIe HaaNUCK:
18. JonyckaeTca HaHeceHue BHYTPEHHWX «NoapobHble ykazaHus no
YyNakoBOYHbLIX KOLOB NPUMEHEHUIO NPUBELEHDLI B NUCTKE-
20. flononHutensHo MoryT BbiTh HAHECEHb! | BKNAAbIWE», «XPaHUTb B
cpefcTea uaeHTuukaymum ans HEOCTYNHOM ANS AeTel MecTe»
MOHWUTOPUHIa ABMKEHNSA NEKAPCTBEHHbIX 15. Homep cepum
npenaparos OT NPoOU3BOAMTENA A0 16. JaTta npoussoacTea
KoHeyHoro noTpebutens (HaHeceHue 17. [lata ucteyeHns CpoK rooHoCTH
BO3MOXHO C UCMONb30BaHWEM CTUKepa). (e chopmare: rogeH go...)

18. Wtpux-kog,

19. HaHeceHb! BHYTpeHHWE
yNakoBoYHbIE KOAbI.

20. JononHWTENBHO HAaHECEHBI
cpeacTea uaeHTudmMKaumMm ans
MOHWTOPWHTa ABWKEHUA
NeKapcTBEHHbIX NpenapaToB OT
npovssoauTens 40 KOHEYHOro
noTpebutens (6e3 ucnons3oBaHnA
CTUKepa).

XpaHeHnue ” s
" Storage B opuriHansbHoi ynakoeke npu Temnepatype He Boiwe 30°C.

Cpok rogHocTun
(MepuopuyHocTb
12 | KoHTpONS) 3 ropga 30.09.2028
Shelf life

requency of control)

* - MNokaszaTtens «Mukpobuonornueckan YucToTa» He ABAAETCA PYTUHHLIM METOLOM aHANN3a 1 MOKET OTCYTCTBOBaTL B
nacnopTe KoMnaHuu,

3. 3AKMIOYEHUE
CONCLUSION ==

TNexapcTaeHHbIn npenapat Maneyc® TabneTku 50 mr Ne 28, Homep cepumn PV4520 Y
TpeboBaHWAM HopMaTUBHOW fokyMeHTauum TM-Ne(000761)-(PI-RU)-240424 Mangct
Mapxuposka J1M-Ne(000761)-(Pr-RU)-200723.

KoopawnHaTtop thurauko- 29 40
YTBEPAMN |\ \ieckoin naGopaTopum Cryuako O.C. | X 7 (¢ G
Approved by
JomknocTe (Fosition) DD (Full name) e
Version Description of change
(Bepcus) (Onucanue nameHeHui)
1.0 Hoeblin nacnopT
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