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Version
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1. OBILASA UHOOPMALIUA
GENERAL INFORMATION

HanmeHoBaHUe NPOAYKUNU:

Product Name laneyc® Tabnetku 50 mr Ne 28

JIM-Ne(000761)-(PT-RU)-240424 Maneyc® Tabnetku 50 mr Mogyrnbe
Mapkuposka J1M-Ne(000761)-(PI'-RU)-200723

Cneuundukaums kauecTsa Ha Mansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC FDF 00102805, sepcua 13.0

MposepeHo Ha COOTBETCTBUE C!
Checked against

BHyTpeHHUIA koA Howmep cepum
HepacdacoBaHHOM npogykuun: | 42027188 HepacdgacopaHHo npoaykuun PK8076
Product Code Bulk Batch Number Bulk
BHyTpeHHUWi1 KO yNnakoBaHHOMK Homep cepmn ynakoBaHHOMN
npoLyKuun: 44068548 npoayKunn: PL20840325
Product Code FDF Batch Number FDF
aTa npomsBoacTea:
ﬂanufactsn'ng Dam:1 15.03.2025
] Pasmep cepun 3a BbLIYETOM
RERvep cspun: 35135yn Npo6: ki % 35080 yn
atch Size . !
Batch size without samples
2. NONYYEHHDLIE PE3YIIbTATbI
TEST RESULTS
Ne Mokasatens* Mevop ucneiTanuin / Tpe6osanne PesyneTart
i Parameters Analytical method / Requirement Result
BusyaneHblia Benoro wuseTa Kkpyrnbie rragkue
o Ot Genoro [0 CBETNO-XKENTOro LUBeTa | TabneTku CO CKOWEHHLIMU Kpasmu,
nucaHue _ o
1 Appearance Kpyriible rnagkue TaGJ'Ie:I'KVI CO CKOLUEHHBIMY | C PaBMPOBKOM «NVR» Ha ogHolt
Kpasimu, ¢ rpaBupoBkoi «NVR» Ha ogHol | ctopoHe U «FB» Ha  ppyron
cTopoHe u «FB» Ha pgpyro#l cTopoHe. CTOpOHE.
B3»XX. Bpemsa yaepxuBaHust OCHOBHOrO
nMKa Ha XpoMmarorpamme WUCMbLITYemoro
pacTsopa, NPUroTOBIEHHOTO Ans
KONMWYECTBEHHOrO onpeAeneHusi, AOIPKHO
COOTBETCTBOBATb BpemeHu yaepxusauus | CooTBeTCTBYET
WaeHTudMKaLmn iMka Ha XpomaTtorpamme CTaHaapTHOro
5 | Identification pacteopa 1a. OtnuuvMe BO BpeMeHax
yOSPKUBaHNSA [OMDKHO COCTaBNATb He
- BungarnunTuH Gonee + 2,0%.
TCX. Ha xpomaTtorpamme WCMLITYEMOro
pacTsopa OCHOBHOE MATHO MO TIONOXEHWO,
oKpacke ] BENMUUMHE gomxHo | CooteeTCcTBYET
COOTBETCTBOBATL NATHY Ha XpomaTorpamme
CTaHAapTHOro pacTeopa. ]
B3OXX
3 | PacTBOpeHue He wmeHee 80% (Q) BungarnuntuHa oT 100%
Dissolution HOMUHAINbHOrO  COAEPXaHUA  JOSMKHO
nepenTu B pacteop yepes 30 MuHyT
4 Bopa Meton K. duwepa, 21%
Water He 6onee 2,9 % '
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BOXX 202-01-0,1%;
202-01 (ammnp): He G6onee 0,5% 209-01 — meHee 0,1%;
Npumeck 209-01 (umxnuyeckuii ammamH): 207-01 - He oBHapyxeHo;
5 | Impurities He Bonee 0,2% EavHunuHan Hecneuuduumpyemas
- BANGArANATIHE 207-01(gukeTonunepasut): He Gonee 0,2% | npumech — He o6HapYKeHO;
EgvHuuHan HecneuuuumpyemMas npumecs
- He Gonee 0,2% Cymma scex npumeceit — 0,1%
Cymma Becex npumecei - He Hornee 0,8%
OgHopoOHOCTH
eauHnL
g | Ao3upoBaHus PacueTHO-MaccoBbI AV=29
Uniformity of dosage | AV <15,0 !
units
-BungarnuntuH
oo | £
7 Assay Ot 95,0% o 105,0% BungarnunTuHa ot 101,1%
i — HOMMHAIBHOFO COAEPXaHUs
PEADC2.16.6,2.16.7
Kareropus 3A:
MukpoGuonorieck | Ogujee uncno aspoGHLIX MUKPOOPraHU3MOB
§ | @A umcrora - He Gonee 10°KOE B 1 T; Metee 50 KOEs 1,
Microbiological Oblee YUCHIO OPOXCKEBBLIX N MNECHEBLIX
purity rpubos - He Gonee 102KOE B 1 T; Menee 10 KOEB 1T,
OtcyTctBue Escherichiacolisa 11 Orcyrctsne B 1r
Mo 14 TabneTtok B 6nmctep MA/AJIINBX u Mo 14 TabneTok 8 Gnucrep
anoMuHueson orneri. NA/AJNMBX v aniomuHueBon
YnakoBka Mo 2 unmn 4 6nuctepa BMECTE C FINCTKOM- donbru.
9 Packing BKMAAbILLIEM B KapTOHHYO NauyKy. Mo 2 Bnucrepa BMECTE € NUCTKOM-
Honyckaetcs Hanuuue KOHTpons BKNagplllemM B KapTOHHONA nauke.
NepPBUYHOTO BCKPLITUST HA KAPTOHHOWM KoHTposib nepsryHOro BCKPLITUS
navke. Ha KAPTOHHOM Nayke NpucyTcTByeT.
MepBuYHas BHYTPEHHAA ynakoBKa MepBuyHas BHyTPeHHNS
Ha 6nucrepe ykasbisaetcs: ynakoBKa
1. Toprosoe HavmeHoBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npesynpeanTensHONM MapKUpoBKoi ® 1. ToproBoe HamMeHoBaHne
2. MexgyHapopHoe HenaTeHToBaHHoe ripenapara ¢ npefynpeanTensHoN
HauMeHoBaHue {aybnupyeTtcs Ha mapkuposkoin ®
SHIMUACKOM A3bIKE) 2. MexayHapoaHoe
10 zllaab[:;;:’?oaxa 3. NoroTun gepxarens perncTpaumMoHHoro | HenaTeHTOBaHHOE HauMeHoBaHue
g YAOCTOBEPEHUS (HA aHITUACKOM A3bIKE) (ByBnvpyeTcs Ha aHrMUACKOM
4. llekapctseHHan chopma AA3bIKE)
5. Nosuposka 3. lorotun gepxartens
6. Homep cepumn perncTpaunoHHOro yaocToeepeHns
7. Oata ncteyeHns cpoka roaHoCTH (B (Ha aHFNIMACKOM A3bIKe)
topmare: rogeH go...) 4. [lexapcTseHHasa copma
8. Jarta nponssofcrea 5. [loanpoBka
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9. [lonyckaeTcs HaHeceHne BHYTPEHHUX 6. Homep cepun
yNaKoBOYHbIX KOAOB KoMMNaku. B cnyvae 7. ata ucreveHus cpoka roiHOCTU
npon3BoAcTBa Ha nnowanke 000 (8 chopmare: rogeH A0...)
«HosapTtuc Heea» Ha Grivctepe ykasbiBaoT | 8. [laTa NpouaBoaCcTBa He ykasaHa
TONbKO NEpPEMeHHbIe JaHHble 6e3 ykasanua | 9.BHyTpeHHUe yrnakoBOUHbIe KOAb!
npecuKCoB HOMepa cepuint 1 AaThi KOMIMaHWY OTCYTCTBYIOT.
OKOHYaHUA cpoka rofHOCTU. Ha 6nuctepe Ans Homepa cepun 1
[Jata nponssojcTsa He yKasbiBaeTcs. AaTbl OKOHYaHUS CpoKa FOAHOCTY
BropuyHas ynakoBka (KapTOHHas Nauka) | yKasaHbl TONbKO NepemMeHHbie
Ha kapToHHON Nayke yKasblBaeTcs. JaHHbie 6e3 ykaszaHus npedukcos.
1. Toproeoe HaumeHoBaHWe npenapara ¢ [Jarta npoussoacTea He yKasaHa.
npeRynpeavTensHOR Mapkuposkoi ® BropuuiHasa ynakoBka (KapTOHHas
2. MexgyHapopHoe HenaTteHToBaHHoe nayvka)
HaumeHoBanue (AybnupyeTcsi Ha Ha kapToHHOW Nayke yKasaHo:
aHFTWIACKOM AI3bIKE) 1. Toproeoe HanmeHoBaHue
3. NloroTun aepxatens permcTpauMoHHOro | npenapara ¢ npeaynpeanTenbHoi
YBOCTOBEPEHMNS! (HA aHTTIMACKOM A3bIKE) mapkuposkon ®
4. HanmeHoBaHue Aepxatens 2. MexgyHapoaHoe
PEerncTpaUroHHOro yA0CTOBEPEHNA N HenaTeHTOBaHHOE HauMeHoBaHve
NponsBoAUTENSA NeKapcTBEHHOro (oybrumpyeTcs Ha aHIIUACKOM
npenapara (BbINyCKaOLLMIA KOHTPOSTb A3bIKE)
KavecTsa) 3. Nlorotun pepxatens
5. Anpec (cTpaHa) AepxaTens PErNCTPaLMOHHOIO YA0CTOBEPEHUR
perncTpaumoHHOro yAoCTOBEPEHNA U (Ha aHrMIACKOM A3bIKE)
NpoV3BOANTENS NEKapCTBEHHOro 4. HaumerioBaHue aepxarens
npenapara (BbinycKatoLwuii KOHTPOnb pervcTpaumoHHOro yAoCcTOBEPEHNst
KayecTBa) ¥ NPOU3BOAUTENS NIEKAPCTBEHHOMO
6. llekapcTeeHHan cdopma npenapara (BbifycKaloLwnii
7. Dosuposka KOHTPOSb Ka4ecTBa)
8. KonuuecTBo NnekapcTBeHHOro npenapara | 5. Aapec (cTpaHa) AepxaTens
B yniakoBke perncTpaunoHHoOro yaocToeBepeHns
9. HanmeHoBaHue 1 coaepxaHme U Npon3BOaUTENSA JIEKAaPCTBEHHOrO
OeNCTBYIOLLErO BEeLLECTBa npenapata (BbiNyCcKatowni
10. YkasaHue o coaepkaHuu naxkrosbl KOHTPOSIb Ka4ecTBa)
6e3B0oHON B KaYecTBe BCrnomorarensHoro | 6. JlekapcreeHHas dopma
BellecTBa u ee konuuyecTtee B 1 Tabnetke 7. Do3npoBka
11. Yenosua xpaHeHus 8. Konuuectso nexkapcTBeHHOro
12. INyTb BBEAEHUA npenapaTta B ynakoske
13. Ycnosusa otnycka 9. HaumeHoBaHue 1 cogepxaHue
14. NpepynpeanTensHbIE HAANUCK: [AefCTBYIOLLero BewecTsa
«[MoapobHble ykasaHus 1o nNpUMeHeHno 10. YkasaHue o cofepxaHumn
npuBeAeHbI B FINCTKE-BKNaALILLEY, nakToabl 6€380AHON B KadecTse
«XpaHuTb B HEJOCTYNHOM Ans AeTel BCMIOMOTaTenbHOro BeLecTsa 1 ee
mecte» konuyectee B 1 TabneTtke
15. Homep cepun 11. Yenosusi XxpaHeHus
16. OaTa nponssoAcTea 12. MyTb BBEAECHUS
17. [aTa ucTeyeHmA Cpok rogHocTy (B 13. YcnoBsus oTnycka
chopmare: rogeH g4o...)
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18. WTpux-kon, 14. MNpepynpeautencHbie Hagnuew:
19. fonyckaeTcs HaHeceHNe BHYTPEHHUX «MoapobHble ykasaHua no
YMaKoBOYHbIX KOO8 NpUMEHEHUIO NPpUBeAEHbI B NINCTKE-
20. BononHuTenbHO MOTYT ObiTh HaHeCeHb! | Biagbllley, «XpaHuTb B
cpencTsa uaeHTUUKaLmmu ans HeaoCTYNHOM AnA AeTel mecTe»
MOHWUTOPUHIA ABWKEHUA NEKapCTBEHHbIX 15. Homep cepun
npenaparos OT NpousBoauTeNs A0 16. [lata npousBoacTea
KOHEYHOro noTpeburens (HaHeceHne 17. ata ucte4eHus Cpok roqHoCTU
BO3MOXHO C MCNOJIb30BAHNEM CTUKEPA). (B thopmarte: rogeH Ao...)
18. Wrpux-kon
19. HaHeceHbl BHyTpeHHNe
YNaKOBOUHbIE KOAbI.
20. JononkutensHO HaHeCeHbI
cpepcTea naeHTUgukauum ans
MOHUTOPMHIa ABWKEHUS
fIeKapCTBEHHbIX NpenapaTos oF
NMPON3BOANTENS A0 KOHEYHOro
notpeburens (6e3 NCNonbL3oBaHUA
CTUKEpa).
11 ég;:g:“e B opuruHancHOM ynakoeke npu Temnepatype He Bbiue 30°C.
Cpok rogHoCTH
(MepuoanyHoOCTL
12 | KoHTpONSA) 3ropa 29.02.2028
Shelf life
requency of control)

* - Mokasarens «MVIKp06VIO.|'IOFVNeCKaﬂ YuUctoTta» He ABNAETCA PYTHHHLIM METOA4O0M aHannaa U MOXEeT OTCYTCTBOBATL B
nacnopre KoMmnaHuu.

3. 3AKIIOYEHUE
CONCLUSION

JlekapcTBeHHblii npenapart Mansyc® tabnetku 50 mr Ne 28, Homep cepumn PL20840325 cooTseTcTByeT
Tpe6osanusam HopMaTUBHOM AokyMeHTauum JM-Ne(000761)-(PM-RU)-240424 Iansyc® TtabneTtku 50 mMr Moaynb
Mapkuposka J1M-Ne(000761)-(PI'-RU)-200723.
KoopauHarop uamKo- y 2 | =——A
YTBOPAMA |, nueckoi nabopaTopui Cryuanko O.C. | X 5. 25,4 5 s e U T E o
Approved by e i 4
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Version Description of change
(Bepcus) (Onuncanune nameHeHuin)
1.0 Hosblid nacnopt
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