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2200000 431608

mareria Y meoica

CEPTU®UKAT CEPUX rOTOBOW NMPOAYKLIUK
(nexapcTBeHHble Npenapathl ANA MEAULMHCKOTO npumeHexun) Ne 585

AHadepoH AeTCKUI TabneTku Ans paccachiBaHus (KOHTYpHas

s4enKoBas ynakoeka) 20 X 1 (nayka KapTOHHast)
Haseahnve, nexapcreeqHas (opma, paamep ynakoskv

Crpana HasHauenus: POCCUS

Homep cepun: 4320421

Aata npoussopcrea: 12.04.2021

Cpok rogHocTu rogeH ao:  12.04.2024

Konuuyectso ynakosok B cepuu: 74 470 wT

Homep PY: JIN-N (000035) - (PI-RU) AaTta peructpaumnu: 27.12.2019

HA: ©Cn NN-N (000035) - (Pr-RU) - 271219 ot 27.12.2019

HacToswwum s ygocTosepsio, 4To BCE CTagum NPOW3BOACTBA Cepu roTOBON
MPOAYKUWMM NnekapcTBeHHOro npenapara Ans MeAMUMHCKOrO NPUMEHEHUS BbINOMHSNUCH
B NONHOM cooTeeTCTBUM C TpeboBaHuAMU GMP 1 perucTpaunoHHLIM 40CkE.

YnonHomoueHHoe nuuo: %{poxnua E.8./
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MaTeRria

Y menica

Hassanue npenapara; «AHAGEPOH [ETCKWA» Ne 20
CrpaHa ~ npowasoauTens: Poccuiickan degepauua
epenus: JIN-N (0000385) - (Pr-RU) — 271219 ot 27.12.2019, cpok LeicTBUA A0 27.12.2024.
Dozuposka: cocras (Ha 1 TaGnerky):
AHTWTENa K ramma uHTepdepoHy Yenosexa adipuHHD ounieHHsie 0,003 r*
BCNOMOTaTenbHble BeLecTra:

Home! auuo

fNaxToasl MOHOTMAPAET
Llennwonosa MUKPOKPUCTANNUYECKARA

MarHws creapat

Teoperuueckan macca Tabnerku

0,03r

0,003r

03r.

0,267 r

CEPTUOUKAT KAYECTBA Ne 432

* HEHOCATCA Ha NAKTOIR! MOHOTMAPAT B BGE BOAHO-CIMPTOBOA CMBCH C copepianviem He Bonee 10™"® Hr/r axTHBHOM POPMBI ASACTEYIOWErO BELLBCTRA.

NexapcreeHHan dopma: TabneTkn AnA paccacbiBaHiA
Pasmep v Tun ynakosku: no 20 TaBneTok B KOHTYPHOR AYEAKOBOMA YNAKOBKE M3 NNEHKN NONUBIHWNXNOPUAHOA U chonbrit anioMUHNEBON.

Mo 1 koHTYpHO AYEKoBOA yNaKkoBKe BMECTe C MHCTPYKUMER NO MEANLIMHCKOMY NPUMEHBHUIO NOMBLAIOT B Nakky 13 kapToka.
Konu4ecTso ynakoBok B cepuu: 74470 wr.

Homep cepun: 4320421

Data npowasoactea: 12.04.2021.

[ata okOH4aHWA CPOKA FORHOCTH: FOAEH A0 12.04.2024.

KOpuaudeckuit agpec: OO0 «HIMd «Matepna Meauka Xonaunrs, Poccus,

127473, r. Mocksa, 3-i CamoTeuHsii nep., A. 9, Tenedor/darce: +7 (495) 684-43-33

AJpEc NDOMIBOACTBEHHOR nAowanku: Poccus, r. YensGukck, yn. ByrypycnaHckas, 4. 54
Nuuenaus: Ne 00432-11C ot 02 despana 2021 r., sbigaHHas MUHMCTEPCTBOM NPOMBILLNEHHOCTH U Toprosnu Poccuiickoit Pegepaliu

PeaynbTarh! aHannaa:

Moka3saTenu Tpe6osanua ®CI JIN-N (000035) - (Pr-RU) - 271218 Pe3ynbTaTbl HCMLITAHNA
Onucanue Tabnetkn NNOCKOUMNUHAPHYECKOR hopMsl ¢ puckon u | TabneTkn NNOCKOUMNMHAPHHECKOR  (POpMBI  C
thackoi, oT Genoro 4o noutu Genoro uBeTa. Ha nnockoi | puckodt W tackoit, Genoro useta. Ha nnockoit
CTOPOHE G pUCKOW HaWeceHa Haanucs MATERIA | CTOPOHE C PUCKOW HaHWeceHa Haanuch MATERIA
MEDICA, Ha apyro nnockod cropoHe wanecena|MEDICA, wa apyrodi nnockoit CTOPOHE HAaHECEeHa
Hagnuce ANAFERON KID, uaanuce ANAFERON KID.
NMoanuHHoCTL Peakuwa Ha naxTosbl MOHOrMAPAT C MEAHO-TAPTPaTHLIM CooTseTcrayer.
peaktveoM (peaktusom Oenudra). Bbinagaer ocapox
OpaHXeBO-KPacHoro LIBeTa.
PacnapnaemocTh He Gonee 15 MuHYT. 1 mMuHyTa 41 ceKyHaa.
VicnbITaHWE NPOBOAST B cOOTBETCTBNM C TRpeGoBaHuAMn | CooTeeTcTByeT TpeGosanuam e Xiii, 1. 1,
re X, . Il, 09C.1.4.2.0013.15. 0®C.1.4.2.0013.15.
OAHOPOAHOCTE MacChl WcneiTanue nposoasT B cooTeeTcTeun ¢ Tpebosanuami | CpegHAR macca: 0,300.
TabneTok e Xill, 7. 11, O®C.1.4,2.0009.15. OTknoxenus: ot - 1,00 % ao + 1,00 %.
[lonycTMoe OTKnOHEHUe Maccs! oTAenbHbIx Tabnetok ot | CooTaeTcTayeT TpeGosanuam d Xlii, 7. I,
cpeaweit Macesl ANs 18 u3 20 Tabnetok cocTaanset + 5| 09C.1.4.2.0009.15.
%; AONYCTUMOE OTKNOHEHWE MAacChl  OTAenbHbIX
TaBnetok oT cpeaHeid maccel gna 2 ua 20 Tabnetok
cocraenset + 10 %.
Muxpoburonoruieckan MeTon 1. Vicnbiranue NPOBOAAT B cooteetcTeuu c | CoOTBETCTBYET TPEGOBAHMAM ra Xil, r. 1,
YyucToTa Tpebosanuamu P Xl 7. |, 0®C.1.2.4.0002.15 0®C.1.2.4.0002.15 (kaTeropuna 3A):
(kateropua 3A). obuee Yueno aapobHbIX MUKPOOPraHuamos — 1,0 x
10'KOEB 1T,
obLuee YWCno APONOKEBBIX M NNecHeBbix rpubos —
meHee 10KOE B 11;
8 1 r orcyrcTeytoT Escherichia coll,
aHTepoGakTepum, yCTOHYMBbLIE K KENuK,
Pseudomonas aeruginosa, Staphylococcus aureus
(meton 1).
YnakoBka Mo 20 TabneTok B KOHTYPHOW A4EAKOBOW ynakoBke w3 | COOTBETCTBYET.
NNGHKW NONMBMHUAXNOPHAKOR ¥ honbrv aniomunnesol. | Mo 20 Tabnetok B KOHTYPHO A4EWKOBOW Ynakoske
Mo 1 KOHTYpHO# AdeikoBOR ynakoeke BMecTe C|U3 NNeHKH NONUBMHWXIOPUAHOR ¥ ponkrn
WHCTPYKUMER N0 MEAULMHCKOMY NPUMEHEHWIO | aNIOMUHHEBOH,
NOMELLAIOT B NAYKY W3 KapToHa. Mo 1 XOHTYPHON AYBAKOBOR YNAKOBKE BMECTE C
MHCTPYKUWEN No MEAULKUHCKOMY NPUMBHEHUIO
NOMELLAIoT B Navky W3 KapToHa.
XpaHeHne Mpu TemnepaType He Bbiwe 25 'C. CooTBETCTBYET.
Mpu TemnepaType He eiwe 25 °C.

CepTwipukar kauectsa Nad32 or 26.04.2021

Crpanvua 1 na 2




Moxasarenu

TpeSosaxus ®CI JIN-N (000035) - (PT-RU) - 271219

Pe3ynLTathl HCNLITAHHRA

MapxipoBka

Mapkuposka nepsuyHOA ynaKkoskn

Ha koHTypHO# A4eikoBON YnaxoBKke yKkasbisaior:
HanMeHOBAHME NpenapaTa, NeKkapcTeEHHYH0 GopMY,
HaHMEHOBaHWe NPONIBOAMTENA U Bro TOBAPHLIA 3HAK,
HOMep cepuu, cpok rogHocTu («fo...»).

MapKupoBka BTOPHUHOR YnaKoBKkK.

Ha xapToHHOA nayke yxasuisaloT: HanMmeHoBaHue, ajpec,
TenedoH/cake NpouaBoAMTENA N ero TOBAPHLIA 3HaK,
HahMeHoBaHWe npenaparta, HaWMeHOBaHWe npenaparta
WwpKuchTom Bpaiina, nexapcreeHnyio topmy, cocras
Npenapara ¢ yka3aHueM HaWMeHOBaHUA W KoNuyecTea
8KTMBHbIX BELUSCTB U NePEYHA BCNOMOraTenbHbIX
BewecTs, konuuecTeo TabneTok B ynakoske, «Cnocob
NPAMEHEHUA U A03bI: CM. MHCTPYKUMIO NO MBANLMHCKOMY
NPUMEHEHNIO BHYTPM yNakoBKU», YCNOBUA OTNYCKa,
YCNOBUA XPaHEHUR, «XpPaHUTL B HBAOCTYNHOM NA feTeR
mecTex», «Jleyenne u npocdbunakTuka rpunna u
NPOCTYAbI», hapM-Kog (rpacuyeckuil 1 uucpposoi),
HOMEp Cepi, CpoK roAHOCTH («oAeH 40...,»), AaTa
npoussoAcTea («[lata npouas.....»), HHAMBUAYANLHbIH
cepuiiHbiil HoMmep noTpebuTensckoR (sTOPMUYHOR)
ynaxosxu («C.H.....»), rnoGansHbii Homap Tosapa GTIN
(«GTIN ...»), perucTpauuoHHsIii HOMEP, LUTPUX KOA,
CpeacTeo aeHTdMKauMK (2D Koa B MaLLMHONUTaeMOR
thopme).

CooTsercrayer.

Mapxuposka nepeuuHof ynakosku

Ha koHTypHO# Ayeftkosol ynakoske YKa3aHo:
HanmeHoBakne np‘qnapa‘ra. nexapcTseHHas gopma,
HanMeHoBaHne np?maogu‘rena M €ro TOBapHbIil
3HaK, Homep COpHH, CPOK roAHoCTY (¢[10...»).
MapxupoBka BTOPUYHON ynakosku,

Ha kapToHHoii NauKe yxasaHo: HauMeHoBaHue,
aapec, renedoH/dake npouBoguTens 1 ero
TOBapHLIA IHEK, HAUMEHOBAHWe NpenapaTa,
HauMeHoBaHwne an:mpaTa wpugtom Epaina,
NeKapcTBeHHan Ma, CoCTagB npenapara ¢
yKaaavnem HEUMEHOBAHHA W KONUYECTBA aKTUBHBIX
BELUBCTB ¥ NePEeYHA BCNOMOraTe bHbIX BELLECTS,
xonuyecteo Tabnerox B ynakoske, «Cnoco6
NPUMEHEHHUA ¥ 403BI: CM, MHCTPYKLMIO NO
MEAULMHCKOMY NPUMEHEHMIO BHYTPH ynaxkosku»,
YCIIOBUR OTNYCKA, YENOBUA XPAHEHMA, «XpaHuTs B
HBAOCTYNHOM N8 geTel mecte», «/leueHus u
npodUNaKTHKa rpurna u NPOCTYAbIn, hapm-Kkog
(rpachuuecknit n unehposoit), Homep cepuy, cpok
ropHocTy («FoaeH A0:...»), AaTa npownasopcTea
(«[laTa npouas.:...»}, UHAUBUAYANBHBIR CEpUiHbI
HoMep notpabutensckolt (sTopuuHoOi) ynakoBxn
(«C.H.....»), rnoBankHslit Homep Tosapa GTIN
(«GTIN ...»), PBMCTRALIUOHHBIA HOMEP, LLITPUX KA,
CpeAcTao naeHTHdMUKaL UK (2D kog B
MawwnHoyuTaemol dopme).

Cpok rogHoctv

droga.

Cooteercrsyer.

KoMMeHTADWM: YKa3aHHaRA B HACTOAWEM Ce

271219

SaABnenve 0 cepTdMKAUMY: STHM A CBUABTBNLCTBYIO, 4TO N

PTHdMKaTe cepua npenapara cooTBeTcTRYeT TpeGoBaHHAM ®CHM NMN-N {000038) - (Pr-RU) -

PHBEAEHHEA Bbilie WHOPMALMA ,qocroaepn@ ¥ TOuHa, 3Ta cepus NpoaykuuK

Goina nponssegexa (Brniovan ynaxoaKy/MapkMpOBKY) W KOHTPONL 8@ KEYECTBA BLINONHEH B NONHOM COOTBETETEBNM C npasunamu GMP u gocke

cneynduxaumii ana wccnegyemoro JIC. Mpotokonw npouasoacrea,

YCTaHOBMEHO.
Hauanshik OKK:
Qarta: 26 anpens 2021
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Ceprvdmar kavecTea Nedd2 ot 26.04.2021

ynakosku U aHanu3os ObNK PacCMOTPeHH W cooTeeTcreMe GMP
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