MATerIa Y meoica ” ” "
Gk 2200000 376455

CEPTU®UKAT CEPUM rOTOBO nPOAYKUMU
(nekapcTeeHHLIe npenapary, ANA MeAULIMHCKOro NnpuMeHeHus) Ne 214

SproepoH TabneTky ANA paccacblBaHma (KOHTYpHasi suelikosas

ynakoeka) 20 x 1 (nauka KapToHHas)
HaseaHue, NeKkapcTeeHHan thopma, pasmep ynakosku

CTpana HasHauenns:  POCCUS

Homep cepun: 1260220

Aata npoussogctea:  05.02.2020

Cpok rogHocTu ropen go: 05.02.2023

Konuuecrso ynakosok s cepun: 74 346 wr

Homep PYy: JICP-007362/10 Aata peructpauun: 29.07.2010

HA: ©CM JICP-007362/10-290710 oT 29.07.2010 “3M.N21,2,3,4,5,6,7,8,9

Hacrosawum s YAOCTOBeEpSI0, YTO BCe cTaguu NPOU3BOACTBA CEpUM roToBO
MPOAYKUWM nekapcTeeHHoro npenapara AR MEANUMHCKOro NpUMEHEHVS BbINONHAAVCH
B MOTHOM COOTBeTCTBUM C TpeGoBaHuaMu GMP W perucTpaunoHHsim gocee.
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MAarteria | mebica

CEPTUOUKAT KAYECTBA Ne 126
Haseanue npenapara: « 3PTO®EPOH» No20
CrpaHs - npouwasoauTens: Poccuickan dPeapepaunn
Homep perucrpaunonHore yaoctosepetun: ICP-007362/10 0T 29.07.2010 (nara nepeotopmnetns 11.08.2019 r.),

CPOK AEHCTBUSA HE OrpaHuueH.
Hoaupoeka: cocras (Ha 1 TabneTky):
BKTUBHbIE KOMNOKEHTBI

AHTWUTENa K ramma WHTEPEEpaHY YenoBexa athhuHHO OUMLLEHHbIS 0,006 r*

AHTUTENA K THCTaMUKY abIUHHO OYLLEHHRIE 0,006 r
AnTutena k CD4 athPUHHO CYULLEHHBIE 0,006 r~
BCNOMOraTenbHble BewecTsa;

NakTo3sl MoHoruapat 0,267 r
Lienniono3sa MukpokpucTannuqeckas 0,03r
Marrus cTeapar 0,003r
Teopetuyeckan macca Tabnerku 03r.

"HEHGCATCR Ha NEKTOIb! MOHOMVADPAT B BUAE CMECH TREX AKTHERBIX BOAHO-CIMPTOBLIX PAIBEAEHMI CYECTARUNM, PAIBBABHHCH COOTHETCTREHMO B 100", 100%, 100% pas
lNexkapcreexnan dopma: Tabnerku ANS paccackiBaHus

Eﬂgp_u@mggm: no 20 TabneTck B KOHTYPHOI RYEAKOBON YNEKGBKE 13 NNEHKU NONUBUHUNXNOPUAHOMA U DONLIY aNOMUHNEBOIA,
ne 1 KOHTYPHOW AYEAKOBON ynaKkoske BMECTE ¢ UHCTPYKUMEN no MEAULNHCKOMY NDUMEHEHWIO NOMELLEHbI B YKy U3 KaPTOHa,
Konudecrao ynakosok B cepuu: 74346 wr.

Homep cepuu: 1260220

[Oarta npoussogcrea: 05.02.2020

[Oata oKOHYEHMA COOKA TOAHOCTY: rOAEH go: 05.02.2023

FOpuaudeckuit agpec: 000 «HM® «MaTepua Meguka Xonauury, Poccus,
127473, r. Mockea, 3-# CamoTeyHbIA nep., 4. 9, Tenedon/thakc: +7 (495) 684-43-33

Alpec npou3BOACTEEHHOR Nnowanky: Poccus, r. YenaBuHek, yn. Byrypycnauckas, a. 54

Tluuenaus: Ne 00432-NC ot 03 cexTabps 2019, BbIAEHHAA MUHUCTEPCTBOM NPOMBILINEHHOCTH | TOProenu POCCUIACKOH Degepauuu

PeayneTarsl aHanuaa:

; Moxkasarenu TpeGoeaHua NICP-007362/10-290710, uam.1 - 9 PesynbTartki HCnbITanui
|

Onucanue Tabnetk nNAOCKOUMNUHAPWMECKOR DOpMBI, C puckoi u | TabneTku NNOCKOLUMNMHAPUHECKOM q;om;].
! thackow, or Benoro go noutH Benoro useta. Ha nnockoit | puckon u chackow, Benoro yseta. Ha nnocko# |
| CTOpPOHE C PUCKOW HaHeceHa Haanuce MATERIA MEDICA, Ha CTOPOHE C PUCKOR HaHeCeHa HaAnuch MATERIA |
Apyrolt nNockoi CTopoHe Hanecena Hagnuce ERGOFERON. | MEDICA, Ha APYroif NNocKOW CTOPOHE HaHeceHa

|
c

l - Haanucs ERGOFERON. j
I MoanunnocTs Peakuus Ha naktossl MOHOTHAPAT C MEeAHO-TapTpaTHeiM | CooTBETCTBYET. i
| peakTusom  (peaxrusom ®enunHra). Beinagaer ocagok
L CpaHXeBO-KpacHoro yseTa. I
| Pacnanaemocth He Gonee 15 MuHyT. 2 MUHYTB! 32 CEKYHAI |
! MicneiTadue NposoasT B COOTBETCTBUM C TpeBoBaHUAMU Cooteertcrayer Tpebosanuam O XL, 7. 11,

| o X, 7. 11, 0©C.1.4.2.0013.15 OdC.1.4.2.0013.15.

| OAHOPOAHOCTL Macckl | McneiTanue NPOBOJAT B COOTBETCTBUM C TpeGoBaHUAMY Cpeatna macca: 0301 r

| Tabnerox re XilL 1. 1L, O®©C.1.4.2.0009.15. OTrnoHeHus: ot - 1,66 % a0 + 1,99 %
HAonycTUMoe OTKNOHEHWE MAaCChl OTAENbHLIX TaBneTok oT Cooteetcteyer TpeSosanusm IO X, . 1i,
cpeaHen maccel Ans 18 ua 20 rabneTok cocrasnser + 5 %: | O®C.1.4.2.0000.15

i AONYCTUMOE OTKNOHEHUEe MacChl OTAENbHbIX TabneTok or
| CpeaHen Macce: Ans 2 ua 20 TabneTtok cocTaBnseT + 10 %,

| Mukpobuonorudeckas |Metoa 1. MWcnsiranue NPOBOAAT B cooTBETCTEBMKM C | CooTBeTcTByeT TpebosaHuam (O XIII, T |,

| yucToTa ‘preﬁosaHan o Xil, r. I, O®C.1.2.4.0002.15 (kaTeropus O®C.1.2.4.0002.15 (kateropus 3A):

meHee 10KOEB 1T;

meHee 10KOEB 1T;

8 1 r OTCYTCTBYIOT Escherichia coli,
IHTENOBAKTEPUH, YCTOMUUBBIE K KENYM,
Pseudomonas aeruginosa, Staphylococcus
aureus, (metag 1).

| 3A). obuiee 4vcno a3poBHbIX MUKPOOPraHUaMos —

| ¥Ynakosxa Mo 20 1abneTok B KOHTYPHON RYEMKOBOW YNAKOBKE M3 NAEHKM CooTeeTcTeyeT.
| - - - - -
| NONUBUHUNXNOPWAHOA u  honbru  anioMuHuesoir. Mo  1|Mo 20 Tabnetok 8 KOHTYPHOI! SYeRKeBOH

MEANUMHCKOMY NPUMEHEHMIO NOMELLAIOT B NaYKy U3 KapToHa. | onsrk anioMuHueson. Mo 1 KOHTYpHO#®

U3 KapToHa.

Ceprugixar kavectaa Ne126  or 1802 2020 Crpanuya 11312

KOHTYPHOU AMEMKOBOW YNakoBKE BMECTE C WHCTPYKUMEA MO | yNakoBKe u3 NNEHKM NONUBMHUAXNOPHAHCH 1

AMEHKOBOH YNAKOBKE BMECTE C WHCTRYKUWeR no
MEANLUHCKOMY NPUMEHEHUIO NOMELLSHL! 8 Nauxy

ofujee 4nCno APOHOKEBBIX U NNECHEBbIX rpnbos —
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MokazaTen# T TpeGopanus JICP-007362/10-290710, mam.1 - 9 ’ PeaynbTaThl HCALITAHMI N
“XpaHeHne TB 3aMLIEHHOM OT CBETA MECTe. Npi TeMnepaType He Bulwe | CooTsercTayert. i
255, B 3aujMUeHHOM OT CBETA MECTE, NpH
! TeMNepaType He Buile
1 25°C.
I‘Mapkupoaxa [ Mapkuposka nepeuuHOil ynakosku CocTeercrayeT. T S =

|
|
i
i
|
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Ha KOHTYPHOI AYERKOBON YNAKOBKE YKa3bIBaI0T.

| HauMEHOBAaHWe Npenapara, NeKapCTEEHHYIo hopMy,

HAUMEHOBAHUE NPONIBOAUTENR U Er0 TOEAPHbIA 3HEK, HOMED
cepuu, cpok rearocTy (¢fo...»).

MapkMpPOBKa BTORHHHOR YNaKOBKM.

Ha kapTOHHOW Nauke yKasbiBaoT: HauMEHOBAHUE, aapec,
TenedoH/cake NPOM3BOAUTENA W Ero TOBAPHLIN 3HAK,
HauMeHOBaHue npenapara, HauMeHoBaHue npenaparta
wpudTom Bpains, NEKAPCTBEHHYIO topmy, cocTas
npenapata C yka3aHWeMm HauMeHoBSaHUA W Konu4ecTsa
aKTUBHbIX BELLECTB 1 NepeXHs BCNOMOraTenbHbix BEWECTE,
konuuecTao TaBnetok B ynakoexe, «Cnocob npuMeHeHus i
A03bl° CM, MHCTPYKLMIC NO MEANLUHCKOMY NPUMEHEHUID
BHYTPW YNakoBKW», YCNOBWA OTMYCKA, YCNOBUR XPAHEHWA,
«XpaHuTh B HEAGCTYNHOM NA ABTER MECTEN, «Jleyerne
8UpPYCHLIX UHEKUWIT», (hapm-Koa (rpachu<eckun 1
LMPpPOBOIA), HOMEP CEpUH, CPOK FTCAHOCTH («[opeH 4c:...»),
HOMEP PErMCTLALMOHHOIO YACCTOBEPEHUS, LUITPHX-KOA.

MapKkupoBka NepBU4HON yNakoBku

Ha KOHTYPHOW AYERKOBON YNAKOBKE YKEIAHO!
HawMEeHOBaHUKe npenapaTa, NekapcTBeHHan
chopMa, HaUMEHOBEHUE NPOWIBOAMTENA U 8r0
TOBAPHLIA 3HAK, HCMEP Cepuy, CPOK FOLHOCTH
(«[o...»).

MapxupoBKa BTODUYHON YNaKoBKK

Ha KapTOHHOWM Nayke yKa3aHo! HauMeHOBaHue,
agpec, Tenechor/thakc NpOU3IBOAKTENR W BrO
ToBApHLIW 3HAK, HRMMEHOBAHKE npenapaTta
HawmeHoeaHUe npenapara wpudTtom Bpains,
nekapeTeeHHan dopma, COCTEB npenapatac
yKaszaHuem HaUMEHOBAHUA U Kanu4ecTaa
aKTUBHbIX BELECTS 1 NepeYHA BCROMOraTenbHbix
BewecTs, KonwuecTeo TalneTok B ynakoBke.
«Cnocob npuMeHEHNA v A03bl CM. WHCTPYKUWIC
N0 MejULMUHCKOMY NPUMEHEHWKD BHYTDH
YNakoBKu», YCNOBMA OTMYCKA, YCNOBUA XPaHEHWA.
«XpaHUTh 8 HEAOCTYNHOM NA AETEN MECTe».
«fleyeHne BUpYCHBIX MHtheKumitn, (hapM-Koa
(rpachudeckuit u uudporolt), HOMEP Cepuu, CpoK
? roaHocTu («foaeH Ao:...») HOMep

| PErMCTPALUMOHHOrO yAOCTOBEPEHUA, WTPUX-KOA.

| Cpok rogHoOCTH

' TopeH ao: 05.02.2023

KommeHTapuy: YKazaHHas B HAcTORALLEM cepTudmKaTe ce

uam.1 =9,

3amsnenue 0 cepTudInkaLmum:
Bbina npou3Bejexa (BKNIOYAR yNakoBKy/MapkupoBKy) i KO
A0cee cneuudukaunii ANs WCCNeayemoro JIC. MNpoTokonsl NPoU3BOACTBAE, YN

YCTaHOBNEHO.

Hauanpruk OKK

NaTta

18 cpespans 2020
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Kapnosa E.A.

L ATEPHA MERA

111

O LTHE

Coprathirar kavectna MN12E  or 18022020

pua npenapaTta cOOTBETCTBYeT TpeboBaHUAM NcP-007362/10-290710,

ATUM B CBUMAETENLCTBYIO, YTO NpuBeAeHHasn Bollle UHDOPMAaUUs ACCTOBEpPHa U TOMHA. 3ta cepua NPoAyKUMK
HTPONbL €€ KAUECTBA BLINOMKEH B MONHOM COOTBETCTBUMN C npagunamu GMP n
aKOBKM W aHaNWa0B Buinu paccMoTpeHbl u cooTeeTcTEMe GMP

Crpanuuya 2ma 2




