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HanmeHoBaHKWe npenaparta no HA
Homep cepumn 940122

Aara npoussoacTea 28.01.2022

AHanuabl/McnbITaHWA NpoBeaeHbl B cooTBeTcTBMM ¢ HA

lopen po 02 27
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Crp.1m33
Nacnopr Ne 040000301713
Napauetamon TabneTtkn, 500 mr
KonuuecTBo npoayKumMu B cepuu (T.ynak) 41,657

HA NC-001364-110518, uam.Ne2, nuam.Nel, uam.Ne3, uam.Ned

Dara HaumeHoBaHue TpebosaHuna H PeszynbTaTbl aHanU308/MCNbITaHUA
aHanu3a nokazarenein
13.02,2022 Onucanue BuayanbHbii CootsetctByeT
TabneTkn Benoro nnm Benoro ¢ KpemoBaTbiM Tabnetkun Benoro ¢ KpeMoBaTbIM
OTTEHKOM UBETa, NNOCKOUUAMHAPUYECKHE C OTTEHKOM LiBeTa,
PMCKOMA. NAOCKOUMAWHAPHUYECKHUE C PUCKOIA.
Mo BHelwHeMy BUAY [0NKHbI COOTBETCTBOBAThL
TpebosaHuam [P XIll, OPC.1.4.1.0015.15
«Tabnetku»
13.02.2022 NopnuHHOCTL Y®-cnekrpodotomerpmua CooreercrayeT

YNnbTpaduoeToBbIE CNEKTPLI NOMOWEHHA
MCNbITYEMOTrO pacTeopa v pacTeopa CO
NapaueTamona, NpPUroToBNEHHbIX ANA
KONMYECTBEHHOTO ONPeAeNeHUA, A0/MKHbI MMETb
MaKCHMMYM NPH OAHOM U TOM e ANIMHE BO/HbI.

Peakuma Ha GpeHONbHbIN TMAPOKCKA C PAcTBOPOM
»kenesa (Ill) xnopupa

J[oMKHO NOABMTLCA CUHE-duoneTosoe
OKpalnBaHue

Peakuma ruaponusa
[lonHO NOABMTLEA (UONETOBOE OKPalUMBaHUe

Peakuma Ha aueTMALHYIO rpynny
[oNHeH NOABUTLCA 3aNaX YKCYCHOM KMCNOTbI

YneTpaduoneTosble CNeKTpsI
NOrNOLLEHWA MCNLITYEMOro pacTeopa u
pacteopa CO napauetamona,
NPUrOTOBNEHHLIX ANA KONWYECTBEHHOTO
onpeaeneHnA, MMEIOT MakCHMYM NpK
OAHOM W TOW e ANUHEe BONHBI.

CooTeeTcTByeT
NossnaeTca cuHe-duoneTosoe
OKpawwuBaHwe.

CootseTcTyeT
NoasnaeTca duoneTosoe OKpalLUBaHKUE.

CooTBeTcTBYET
MNOABNAETCA 3aMNaX YKCYCHOW KMC/IOTbI,

13.02.2022 CpeaHAan macca PacuyeTHO-BECOBOMW 547,2 mr
TabneTok OT1523,0 go 578,0 mr
13.02.2022 Tanbk re Xl 2,1%
He 6onee 3,0 %
13.02.2022 4-amuHodeHon CnekTpodoToMeTpr4eckii 0,020 %
He 6onee 0,05%
13.02.2022 PacTteopeHune I XlI, CnekTpodoToMeTpUUECKUiA 95,4 %
He meHee 70 % (Q) napauetamona 4yepe3s 45 M1H
13.02.2022 OAHOPOAHOCTD ra Xil, cnocob 2 2,2%
NO3UPOBaHWA AV <15,0%
13.02.2022 KonuuecteeHHoe CnexkTpodoTOMETPUYECKUIA 500,7 mr
onpepeneHue Ot 475,0 po 525,0 mr napauetamona, c4MTan Ha

CPEAHIOK Macey TabneTku
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13.02.2022 MuKpobuonoruyeckan ro Xlil, Kateropma 3A Mehee 10 KOE/r
YucToTa 06Lwee Y4cNo a3pobHLIX MMKPOOPraHU3MOB — He
bonee 10"3 KOEe 1T
o Xlll, Kateropwa 3A MeHee 10 KOE/r
ObLiee YUCNO APOKIIKEBDIX U NNECHEBbIX rPHBOB —
He Bonee 10/2 KOEB 11
I'd XllI, Kateropua 3A OtcyTeTeyeT
OrcyTcteue Escherichiacolig 1.
13.02.2022 YnaxkoBka B cootsetcTeuu ¢ HO, NC-001364-110518, nam.Ne3 CootsetcreyeT
Mo 10 TabneTok 8 KOHTYPHYIO AYEHKOBYIO YNAKOBKY Mo 10 TabNeTOK B KOHTYPHYIO AYEHKOBYHD
M3 NNEHKKU NOAMBUHWUAXNOPUAHON U GONbIM YNAKOBKY M3 NNEHKW
aNOMUHWEBOH NEYaTHOM NAKMPOBAHHOM. NONUBUHUNXNOPUAHOA U GONbIU
2 KOHTYPHbIE AYEMKOBbIE YNAKOBKK BMECTE C ANKOMWHWEBOM NEYaTHOMN
WMHCTPYKLWER N0 NPUMEHEHWIO NOMELLAIOT B NayKy NaKHWPOBaHHOW.
M3 KapToHa. 2 KOHTYPHbIE AYEHKOBbIE YNAKOBKK
BMECTE C MHCTPYKLMEN NO NPUMEHEHUIO
NOMELWAKT B NaYky M3 KapToHa. 100
navek B 04HOM kopobe.
13.02.2022 MapKkupoBska B cootsetcTenK ¢ HA N1C-001364-110518, nam.Ne2, CooTBeTcTayeT
n3im.Ne3 1) NepBuYHan ynakoska.
1) NepBrYHaA ynakoska. Ha KOHTYpHOW AYeKOBOW YNaKoBKe C
Ha KOHTYpHOW A4eMKOBOM YNaKoBKe ¢ BNOXEHUEM B NAYKY, YKa3aHbl
BNOMEHMEM B NAYKY, YKa3bIBAIOT HAUMEHOBaHMWE HaumeHoBaHHe
NpPeAnPUATUA-NPOU3BOANUTENA, €r0 TOBAPHbLIWA 3HAK, npeanpUATHUA-NPOU3BOANTENA, ero
TOProBOe HaMMeHOBaHMWe Npenaparta, TOBapHbIi 3HaK, TOprogoe
NeKapcTBeHHYIO GOpMY, LO3UPOBKY, HOMEP CEPHH, HaumeHOBaHMWe npenapara,
CPOK rOHOCTH, AONYCKAETCA HAaHECEHHWE neKapcTeeHHan ¢opma, [03MPOBKa,
bapmaropa. HOMEp CEePUM, CPOK FOAHOCTH.
Ha KOHTYpHOW A4eiKOBOM ynakoske 6e3 2) Bropn4yHana ynakoBeka.
B/IOYKEHMWA B NAYKY, YKa3blBaOT HAMMEHOBaHWe Ha nauke yKa3aHbl HAMMEHOBaHHeE
NpeanpUATHA-NPOM3BOAMUTENA, €r0 TOBAPHbIA 3HAK, npeanpUATUA-NPOU3BOAMTENA, €10
aapec, Ten./dakc, caiT, TOProsoe HaMMeHoBaHue TOBapHbIM 3HaK, agpec, Ten./dakc, canT,
npenapara, NekapcTBeHHYI0 GOpMY, AO3MPOBKY, TOProBoe HaMMeHOBaHWe Npenapara,
Konu4ecTeo TabNeToK B YNaKOBKe, YCNOBUA nekapcTeeHHas ¢opma, A03UPOBKA,
XpaHeHUA, «XPaHUTb B HEAOCTYNHOM ANA AeTeH Konu4ecTBo TabneTok B ynakoeke,
MecTe», «[AnA NPUema BHYTPb», PerucTPaLMOHHbIA YCNOBUA XPAHEHNA, «XPaHWTL B
HOMep, YCNOBMA OTNYCKA, HOMEP CePHK, CPOK HeAOCTYNHOM ANa aeTei mecter, «Ana
rOAHOCTH, WTPKHX-KOA, AONYCKAETCA HaHeceHne npUMema BHYTPbLY», PerucTpaumMoHHbIA
dapmakoga. HOMEP, YCAOBWA OTNYCKA, HOMED CEPUM,
JoNoNHWTENbHO MOTYT HAHOCHTHLCA CpeacTBa CPOK rOAHOCTM, WTPKX-KOA, Gpapmakoa.
MAEHTUDUKALMUK ANA CUCTEMbBI MOHWTOPWHTA [ononHWTenbHO HaHECEeHbI CPeACTBa
ABWXEHWA NeKapCcTBeHHbIX NpenapaTos ANA MAEHTUOUKALKMK ANA CUCTEMDBI
MEAMUMHCKOTO NPUMEHEHHWA, MOHWTOPMHTA ABMIKEHWA NEKAPCTBEHHbIX
2) BropMyHan ynaKkoBKa. npenapaToB ANA MeAUUNHCKOro
Ha na4ke yka3bisaloT HaMMeHoBaHWe NPUMEHEHHA,
NPeANPUATUA-NPON3BOANUTENA, Er0 TOBAPHbIWA 3HAK,
aapec, Ten./paKc, CalT, TOProBoe HaMMEHOBaHWE
npenapara, 1ekapcTBeHHyo Gopmy, A03UPOBKY,
KONMYECTBO TaBAETOK B YNAKOBKE, YCNOBUA
XpaHeHnA, «XpaHuTb B HEAOCTYNHOM ANA AeTeil
mecTe», «[InA npUema BHyTPb», PerMcTPauMoOHHbIA
HOMEP, YCNOBWA OTNYCKA, HOMEP CEPWUM, CPOK
rOAHOCTH, WITPUX-KOA, papmaKoa.
AONONHWTENLHO MOTYT HAHOCWUTLCA CPeACTBa
WMAEHTUPHUKALMKA ANA CUCTEMbI MOHUTOPHHIA
ABMMEHWA NEeKAPCTBEHHbIX NpenapaTos ANA
MeaguUMHCKOIo NpuMeHeHMWA.
13.02.2022 XpaHeHne Npwn TemnepaTtype He Bbiwe 25 °C. CooTeeTcTayET
13.02.2022 CpoK roagHOCTH 5 net lopeH po 01.02.2027

3akniouenmne OKK: NlekapcTeeHHbii npenapat Napauetamon TabneTtku, 500 mr cepua 940122 cooteetcteyet HA /1C-001364-110518,
nam.No2, nam.Nel, nam.Ne3, uam.Nedq
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MOANMHHKUK 3NEKTPOHHOTC AOKYMEHTA,
NOAMMCAHHOTO 3NEKTPOHHOM| NOANKUCHIO, XPAHWTCA B
cucteme IMMC dapmctaHgapt
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