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1. OBILASI UHOOPMALIUA

GENERAL INFORMATION

HaumeHoBaHue npoaykumu:

Product Name

ransyc® Tabnetku 50 mr Ne 28

MpoBepeHoO Ha COOTBETCTBUE C:

JIM-Ne(000761)-(Pr-RU)-240424 Maneyc® tabnetku 50 mr Moay b
Mapxuposka [1-Ne(000761)-(PF-RU)-200723

Checked against Cneumndmkaums kavectsa Ha lansyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0
BHyTpeHHW Ko Homep cepuu
HepacchacoBaHHOM Npoaykumu: | 42027188 HepacthacoBaHHoI# npoaykuuu PN6197
Product Code Bulk Batch Number Bulk
BHyTPeHHUIA Kog ynakoBaHHOM Homep cepumn ynakoBaHHO#K
npoayKuMn: 44068548 npoayKumMM: PP16850525
Product Code FDF Batch Number FDF )
Ta NPOU3BOACTREA:
{\Jd‘:nufactering Datf 24.05.2025
Paamep cepuu 3a BbIY6TOM
gamgp cepuu: 34704 yn npo6: g, 34 655 yn
atch Size . .
Bafch size without samples
2. NONYYEHHDbIE PE3YJIbTATbI
TEST RESULTS
Ne Mokaszavens” Metop ucnbitanuit / Tpebosanue Pesynurar
- Parameters Analytical method / Requirement Resuilt
BuayansHeIA Berioro uBeTa Kpyrable rnagkue
o Ot 6Henoro [0 CBETNO-XenToro LBeTa | TabneTky CO CKOLUEHHBIMW KpasiMu,
nucaHune o, N
1 A Kpyrnble rnagkme TabneTkn co ckoweHHbiMN | ¢ rpasupoBkot «NVR» Ha ofHow
ppearance , . =
kpasmu, ¢ rpasupoBkoii «NVR» Ha opHoi | ctopoHe U «FB» Ha  ppyroi
cTopoHe 1 «FB» Ha Apyroi cTopoHe. CTOpPOHE.
BOXXX. Bpems yaepxuBaHusi OCHOBHOMO
nMKa Ha XxpoMaTorpamme WUCTbLITYEMOro
pacTsopa, MpUroTOBNEHHOIO ans
KOSIMYECTBEHHOrO OnpeaeneHns, [OSHKHO
COOTBETCTBOBaTL BpeMeHu yaepxusaHus | COOTBETCTBYET
UpenTndmkaums nMka Ha XpomarorpaMme CraHAapTHOro
> | Identification pacteopa 1a. OTnuume BO BpemeHax
YOEpXKUBaHWSA  OOIDKHO  COCTaBnATb  He
- BungarnnnTtux Gonee + 2,0%. =
TCX. Ha xpomatorpamme UCNLITYEMOro
pacTBopa OCHOBHOE MSATHO MO MONOXEHWUIO,
oKpacke " BEMUYNHE pomxHo | CooTeeTCTBYET
COOTBETCTBOBATL NATHY HA XpomaTtorpamme
CTaHZAPTHOrO pacTeopa. ~
B3OXX
3 | PacTBopetue He wmenee 80% (Q) sunparnuaTuHa oOT | oo,
Dissolution HOMUHanbHOTO  CoAepxXaHua  AOIMKHO
nepeiTy B pacteop Yepes 30 MuHyT ]
4 Bopaa Metoa K. duwwepa, 2 5%
Water He 6onee 2,9 % e
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B3KX 202-01 — meHee 0,1%;

202-01 (amug): He 6onee 0,5% 209-01 — He oBHapyXeHo;
n 209-01 (UMKNNYECKUA aMnanK): 207-01 — He oBHapyXeHO;
pumecu o
5 | Impurities He 6onee 0,2% . EanHuyHasn Hecneumqmu,l{lpyemaﬂ
-B 207-01(gukeTtonunepasvH): He Gonee 0,2% | npumMech — He 0BHapYXeHo;
UnaarnunTuHa E
OMHWYHAA Hecneuudulmpyemas npumech
- He 6onee 0,2% Cymma Bcex npumecein — meHee
Cymma Bcex npumecer - He 6onee 0,8% 0,1%
ORHOPOAHOCTL
enuHUY
g | Ao3npoBaHuA Pac4eTHO-MacCcoBbIN AV=2 9
Uniformity of dosage | AV < 15,0 '
units
-Bungarnuntud
Comaecea | B
7 Assay O71 95,0% no 105,0% sungarnuntvHa oT 100,6%
Y —— HOMUHaNLHOro coaepXaHus
®EASC 2.1.6.6,2.1.6.7
Kareropus 3A:
MukpoGuonornieck | Ouiee unco aapoBHLIX MUKPOOPraHU3MOB
g | anuucrova - He Gonee 10°KOE B 1T; MeHee 50 KOE B 1T,
Microbiological Oblyee YUCNO APONOKEBBLIX M MNECHEBbIX
purity rpubos - He Bonee 102KOEB 1T, Menee 10 KOE B 1 1;
Otcytcteue Escherichiacolig 11 OtcyTtctBues 1r
Mo 14 Tabnetok B Gnmctep NA/ANTMBX n Mo 14 TabneTok B 6nncTep
aroMUHUEBOW honbry. MA/AJVIBX 1 anioMmHneBoi
VhaRoEka Mo 2 unw 4 6nucTepa BMECTE C NINCTKOM- chonbru,

9 Packing BKNAAbLILUEM B KAPTOHHYIO Mauky. Mo 2 6nuctepa BMECTE C NINCTKOM-
JonyckaeTcs Hanuune KoHTponst BKNaAbllieM B KAPTOHHONM Nadke.
fIePBUMHOrO BCKPLITUA HA KAPTOHHOW KoHTpOmnb NEpBUYHOrO BCKPbLITUA
radxe. Ha KapTOHHOW nayke npucy TCTBYET.
MepBuYHanA BHYTPEHHAS YNaKkoBKa MepBuuHan BHYTPeHHANA
Ha 6nucTepe ykasbiBaeTCs: yrnakoBka
1. Toprosoe HavmeHoBaHue npenapara ¢ Ha 6nucTtepe ykasaHo:
npefynpeauTensHon MapkupoBKoi ® 1. Toprosoe HavmMeHoBaHUe
2. MexayHapogHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeauTenbHon
HammeHoBaHue (gybnupyeTcs Ha MapkupoBkoin ®
AHFIMIACKOM A3bIKE) 2. MexpyHapogHoe

10 zn:b';';;':;“a 3. NloroTun nepxatena perncTpauoHHoOro | HenaTteHToBaHHoe HaumeHOoBaHWe

yAOCTOBEPEHNUA (Ha aHrMIACKOM A3blke)
4. NekapcTeeHHan opma

5. Doauposka

6. Homep cepun

7. DaTta ucteueHus cpoka rogHocTu (B
dopmare: rogeH Ao...)

8. [lata npoussoacTea

(gybnupyeTcsa Ha aHrmuinckom
A3bIKE)

3. NNorotvn pepxarens
perucTpaumoHHOro yaocToBepeHns
(Ha aHrnMNCcKoM Aa3blke)

4. flekapcTBeHHan dopma

5. Nosuposka
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Ne MNokaszatens* Metop ucneitanun / TpebGoranue PesynkTtar

4 Parameters Analytical method / Requirement Result

9. [lonyckaeTcs HaHeceHne BHYTPEHHMX 6. Homep cepumn
YNakoBOMYHbIX KO4OB KOMMNaHuu. B cnyvae 7. Jata ucteveHua cpoka rogHocTyr
npounssoacTaa Ha nnowagke 000 (B cbopmaTe: rogeH ao...)
«HosapTiuc Hesa» Ha 6nucTepe ykasbiBatoT | 8. [lata Npon3BoACTBa He yKazaHa
TONbKO NMepemMeHHsle AaHHbie 6e3 ykazarnusi | 9.BHyTpeHH1e ynakoBOUHbIE KoL
npeduKcoB HOMepa cepuy 1 4aTthl KOMMaHUK OTCYTCTBYIOT.
OKOHYAHWA CPOKa rofgHOCTH. Ha 6nuctepe Ana Homepa cepun n
Data nponsBoAcTBa HE YKa3bIBAETCA. [aTbl OKOHYaHWA CPOKa rOAHOCTH
Bropuynas ynakoBka (KapTOHHas Nayka) | ykasaHbl TOMLKO NEPEMEHHbIE
Ha kapTOHHON nayke yKasbiBaeTcs: OaHHbie 6e3 yKkasaHns npedukcos.
1. ToproBoe HaumeHOBaHWe Npenapara ¢ Hara nponsBoAcTea He ykasaHa.
fipeaynpeauTensHon Mapkuposkon ® BropuuHas ynakoBka (kapToHHan
2. MexayHapoaHoe HenateHToBaHHoe nayka)
HaumeHoBaHne (Aybnupyetcs Ha Ha kapToHHOW nauke yxasaHo:
aHIMUACKOM S3biKe) 1. ToproBoe HavMeHOBaHNE
3. lloroTvn gepxaTtens perucTpaunoHHoro | npenapara ¢ npeaynpeanTenbHoi
yOOCTOBEPEHUS (Ha aHITIMIACKOM A3bIKE) Mapkmposkoit ®
4. HavmeHoBaHue gepxarens 2. MexayHapoaHoe
PErNCTPaLIMOHHOrO YAOCTOBEPEHMUS U HenaTeHTOBaHHOe HauMeHOoBaHue
rpou3BOAUTENA MeKapCTBEHHOro (BybnupyeTcs Ha aHrNUACKOM
npenapara (BbinyCKaloLWmid KOHTPONb A3bIKE)
KauecTsa) 3. NoroTun aepxkarens
5. Agpec (cTpaHa) aepxarens perncTpaumoHHOro yaocToBepeHus
perucTpaLvoHHOro YA0CTOBEPEHUA 1 (Ha aHrnuitckoMm A3biKe)
npovs3BoaUTENS NEKAPCTBEHHOro 4. HanmeHoBaHue aepxaTens
npenapara (BbinyCcKalowWmin KOHTPOrb pPEerucTpaunoHHOro ya0CTOBEPEHUA
KavecTsa) W Npou3BOAWNTENS NEKapCTBEHHOrO
6. llekapctBeHHas choopma npenaparta (BbinycKaoLwnn
7. Josuposka KOHTPOfb Ka4yecTsa)
8. KonnuecTso nekapctseHHoro npenapata | 5. Agpec (ctpaHa) gepxatens
B YNaKoBKe perncTpaunoHHOro yL0CTOBEPEHMUS
9. HaumeHoBaHWe 1 cogepxaHme W NpOU3BOAUTENS NEKAPCTBEHHOMO
AelcTByioLWero BetlecTsa npenapata (BbinycKaoLyi
10. YKasaHue o coaepxaHum nakrosbl KOHTPOb Ka4ecTsa)
6e3BoaHONM B Ka4ecTBe BCnomoraTensHoro | 6. JlekapcteexHas dopma
BELUeCTBa U ee konuuecTtse B 1 TabneTtke 7. Ooanposka
11. Ycnosus xpadeHus 8. KonnuecTso nekapcTBeHHOro
12. MNyTb BBEAESHMA npenapara B ynakoBke
13. Ycnosua otnycka 9. HaumeHoBaHue n cogepikaHve
14. MNpegynpeavTensHble HAANUCHK: AEeACcTByIOWEro BeLecTsa
«MogpobHele ykaszaHna no NPUMEHeHno 10. YkasaHue o cogepaHum
npueeaeHbi B NIMCTKE-BKAABLILLIEY, nakTo3bi 6e380AHOI B KauecTse
«XpaHuTb B HEJOCTYNHOM ANA AeTel BCMOMOraTenbHOro BelecTsa u ee
Mecre» konndecrse B 1 Tabnerke
15. Homep cepui 11. Ycnosus xpaHeHus
16. [lata nponsBopcTBa 12. MNyTb BBEAEHMUA
17. [ata ncrevyeHus cpok rogHocTu (B 13. Ycnosus otnycka
chopmare: rogeH 40...)
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18. WTpwmx-kon 14. NpepynpeautenbHbie Hagnucu:
19. [lonyckaeTcs HaHeCeHNe BHYTPEHHUX «lMoapobHbie ykasaHus ro
YNaKoBOUHLIX KOAOB NPUMEHEHWIO fIPUBEEHb! B FINCTKE-
20. JononHuTensHO MOryT 6bITb HaHeceHbl | BKIaabie», «XpaHuThb B
cpeacTsa uaeHTubmnkaun ans HeAOCTYNHOM ANs JeTeil mecTe»
MOHUTOPUHIa ABWKEHUS NEKAPCTBEHHbIX 15. Homep cepum
npenapaTos OT Npou3BoAnTENsA A0 16. [lara nponssoacTBa
KoHeuHoro notpeburtens (HaHeceHue 17. Jata ucteyeHns cpok rogHocTn
BO3MOXHO C UCTOMb30BaHNEM CTUKEPA). (B dhopmate: roaeH 1o...)
18. WTpmnx-kon
19. HaHeceHb! BHyTpeHHNe
YMaKoBOYHbIE KOAbI.
20. [ononHnTenbHO HaHeCeHb!
cpeAcTBa naeHTUMKaUMK ans
MOHUTOPUHIa ABVXEHUS
nexapcTBeHHbIX NPenapaTos OT
NPOU3BOAUTENSA A0 KOHEYHOrO
notpebutens (6e3 ncnonb3oBaHWs
CTUKEPA).
11 ApaHanne B opurnHansHok ynakoske npu Temneparype He esiwe 30°C.
Storage
Cpok rogHocTH
(NMepuoguyHocTb
12 | KOHTpOFIS) 3 roga 30.04.2028
Shelf life
requency of control)

* - MNokasaTtenb «MVIKpOGVIOJ'IOI’VI‘-IeCKaFI YUCToTa» He ABNACTCA PYTUHHBIM METOAO0M aHanuaa u MOXeT OTCYyTCTBOBaTb B

nacnopTe KoOMNaHuu.

3. 3AKNKYEHUE
CONCLUSION

JlekapcTBeHHbIA npenapar Mansyc® tabneTku 50 mr Ne 28, Homep cepumn PP16850526 cooTeeTCTByET
TpeboBaHUsIM HOpMaTUBHON AoKymeHTaLwmm JN-Ne(000761)-(PM-RU)-240424 Mangyc® tabneTtkn 50 mr Moaynb
Mapxuposka JI-Ne(000761)-(P-RU)-200723.

KoopguHatop husuKo- 1 ke 220 _
YTBOPAMN | e ckoit nabopaTopun Cnydarko O.C. | /- {fe S iin Bgfee7 e
Approved by
Version Description of change
(Bepcus) (OnucaHue nameHeHuin) i
1.0 Hoskith nacnopT
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