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AHAJTUTUYECKHHA NMACIHOPT Ne 32

PETHHAJTAMHAH®, inoA143aT 218 NPATOTOB/ICHAS PACTBOPA
AJISt BAYTPHMBIIEYHOT0 W napadyanbapHoro BBegenus, 5 mr
Poccuniickan ®exepauns

JIC-000684 ot 07.07.2010 1.

CTpaHa-Npom3BONHTENs:
Homep perucrpaumonsoro
YAOCTOBEPEHHS:
Jo3upoBKa/aKTUBHOCTE:
Jlexapcreennas gopma:

Perunanamun 5 mr

JIHO(HIIA3AT 1Sl IPHTOTOBJEHHS PACTBOPA TS BHYTPHMbILUEYHOI0 B apa-
OynepbapHoro BBexeHus

no 5 $p1aKOHOB B KOHTYPHYI0 H4eiKOBYI0 YNAKOBKY M3 NJIGHKH NOJIHBHHH/I-
XJTOPHAHOH HIH NONHITHIeHTepedTANATHON W GOAbIH ANTIOMHHHEBOH, N0 2
KOHTYPHBIE el KOBbIe YIAKOBKH ¢ HHCTPYKUHEH 10 PHMEHEHHIO B NaYKy

Pasmep u THN yNakoBKH:

H3 KapToHa
Howmep cepum: 80319
KomidecTBo ynakoBox B cepu: 12 173 ynakoBkH
Jlata npousBoACTRA: 05.03.2019 .
Togen no: 05.03.2022 r.

000 «I'EPO®APM>», Poceusi, 142279, MockoBekas 06/1acTb, CepnyxoBeKHii
MYHHUHNATBHBIA paiioH, ropoackoe nocenenne OGonenck, paiion p.n O6o-
JleHeK, crp. Ne 5

000 «'’EPO®APM»

Ne 00107-JIC ot 16 uious 2017 roga

Ne GMP-0037-000183/17 ot 21 aBrycra 2017 r., npuicas Ne 2840 ot 21.08.2017;
Ne GMP-0037-000184/17 ot 21 aerycra 2017 r., npuxas Ne 2833 or 21.08.2017,
BbiAaHHbIe MHHHCTEPCTEOM NPOMBIULIEHHOCTH H Toproau Poccniickoii Me-

HPORBBO}IHTBH!: NIEKApCTBEHHOIO
CpeacTBa (HazéqHue u adpec npous-
800CMEEHHOT NIOUAdKY):
ITpoussoncTBeHHas MIOMIALKA:
[Tpon3BoacTBeHHAA NHLICH3HA:
3aKTOYeHHE O COOTBETCTBHH NPOM3-
BOOMTENA  JIEKAPCTBEHHBIX  CPEACTB
TpeGoparmam [lpasun Haznexamed

MIPOU3BOJCTBEHHON MPaKTHKH:
KoHTpons nposenieH Ha COOTBETCTBHE:

Nepaunn. Jeicreurensun o 06 mions 2020 r.
JIC-000684-091118

HaumenoBanue nokasa-

TpeGoBanna HOPMATHBHON AOKYMEHTAUHM

PesyabTaThl HCNbITa-

TeJed HHH
Omnucanne JInodpran3HpoBaHHEIH NOPOLIOK WM OPHCTaA Macca BEIoro Wi 6eIoro JInoHIN3HPOBAHHbI#
€ JKENTOBAThIM OTTEHKOM LBeTa. (Buzyansusiii) nopomox 6enoro use-
Ta
ITonnuBHOCTS:
[Merruns OxpawsBanyie pacTBopa npenapara B CHHe-QHONETOBBIA LBET B npucyT- | [ToaTBepxkacHa

ApOMaTHYECKHE AMHHO-
KUCTOTI

Umaups

Bronoruyeckas aKkTuB-
HOCTh

CTBHH GHYpPETOBOrO peakTHRA.

Y®D-CrieKTp NOrnomeHus pacTsopa Npenapara B 06IaCTH AIHH BOIH OT
250 no 300 HM NOMKEH MMETh MAKCHMYM Opu JniKHHe BOJHEL (275 = 6)
BM. (CnextpodoToMeTprueckhii)

CooTHOwWEHHE ONTHIECKHX MUIOTHOCTEH Az7s/Asgo JOMDKHO BHITH He Me-
uee 1,0. (CnekrpodoToMeTprHueckuii)

Ha xpomatorpamMme HCHEITYEMOrO Npenapara AOMKHO MOABHTHCA TATHO
Ha ypoeHe maTHa pactsopa CO rmunuaa. (TCX)

TpenapaT c4MTAIOT GHONOrHYECKH AKTUBHBIM, €CIH HHIEKC MLIOMAIH
TKaHH CETYATKH I71a3 OC]e KYTbTHBHPOBAHUA C N0GABIIEHHEM 3KCTPAKTa
peTHHaNaMH1Ha B KOHUeHTpanuH 20 Hr/Ma, He MeHee ueM Ha 20 % Gob-
me HIT g koHTpose. (BHoNordyeckuii)

A max =273,23 um

1,17
CootBeTcTByeT

Ha 27 % Gonblue koH-
Tpois

Bpems pacTeopenus

CopepixnMmoe ¢rakoHa JOMKHO PacTBOPATHECA MPH BCTPAXHBAaHHH B 1-2
MIL BOZBl A HHbekMH, 0,9 % pactsopa Hatpus xnopuna, 0,5 % pacTso-
pa npokanHa B TeyeHHe He Gonee | muu. (BusyanbHbii, XpoHOMeTpHYE-
CKHit)

Menee 1 MuH.

ITpospaunocTs pacTeopa

Homxen 6biTe mpospausbma. (I'P PO, ODC.1.2.1.0007.15 «ITpo3pau-
HOCTh M CTENEHb MYTHOCTH MHAKOCTEH»)

Ipospayen

Crp. 1 u33




1.2.1.0003.15 «OcmonspHocTE»?)

LigeTHOCTE pacTBOpa Oxpacka MCTBITYEMOrO PacTBOpa NPENApaTa B BOJE He JO/DKHA npessl- | Beiaepxusaer
wats 31anod Ys. (F'D PO, ODC.1.2.1.0006.15 «Crenesb OKpacku xui-
KocTeiin, Merton 2)
pH pactsopa Ot 5,0 110 6,6 (pacTBOp, NPUTOTOBNEHHBIN /UIS HCIBLITAHAA Ha «Ilpospau- | 5,73
HOCTB pacTBOpax). (I'® PO, OPC.1.2.1.0004.15 «HoHomeTpua» moTeH-
LHOMETPHYECKOE ONpeNeneHHe)
TTorepsa B Macce npu He Gonee 10 %. (I'® PD, ODC.1.2.1.0010.15 «Tloteps B Macce npH Bbi- | 1,88 %
BBICYIIHBAHUH CYITHBaHUMY, criocob 1)
Mexannyecke BKIHOYE-
HUA:
- BUAMMBIE Plomxen BeiepxuBaTh TpeGOBAHMA /UIA NPENAPATOB, NpeAHA3HAYEHHBIX | Boinepkusaer
LI INas3HbIX NeKapeTBeHHBIX dopM. (I'® PO, OD®C.1.4.2.0005.15 «Bu-
AMMBbIE MEXAHWYECKHE BKITFOUEHUA B JIEKAPCTBEHHLIX (OPMAX UM MapeH-
TEPANLHOTO NPHMEHEHHUA H [MA3HbIX JEKapCTBEHHBIX (opMax»)
- HEBHIMMbIE B oxHOoM (rakone:
- CpelHee 4MCI0 JacTHU pasmepoM 10 MkM u Gonee - e npepsimaet | 34 g/
6000;
- CpeLHee MHCII0 YaCTHII pa3MepoM 25 MxM 1 Gonee - He npessiaet 500. | 0 4./¢.
(CaetHo-poromerpudeckuii, [® PD, ODC.1.4.2.0006.15 «Hesunumuie
MEXaHWYECKHE BKTIOYEHHA B JIEKAPCTBEHHEIX QOPMaX IIA NapeHTepans-
HOro npuMeHeHus», Meton 1)
ITuporeHHOCTH Honxen Obith anmuporenssim. (I'P PO, ODC.1.2.4.0005.15) Anuporexex
AHOMalbHAA TOKCHY~ Homxen 6biTe HeTORCHYHEIM. (D PD, ODC.1.2.4.0004.15 «Asomans- | HeTokcuteH
HOCTB HasA TOKCHYHOCTB? )
CrepunsHocTs Jomken GsiTh cTepunsHBIM. (Meton MemGpanHoi Gunstpawmu, [® PO, | Creprnen
ODC.1.2.4.0003.15 «CreprasHOCTLY)
BhicoKOMONEKYNApHbIE Ha xpomartorpaMme HCHBITYEMOro pacTBOpa AOIUKHBI OTCYTCTBOBATH NMu- | COOTBETCTBYET
Oenku KH MpUMeCeH, BpeMs YAEPKMBAHUA KOTOPHIX MEHEE BPEMEHH YAEpPXHBa-
HHA TIHKa Oenka - mapkepa - umToxpoMma C, UTO MOATBEPHKIAET OTCYT-
cTBHE OeNKOB ¢ MONEeKynApHO# Maccoil cesie 12300 Jla. (T® Pd, Dke-
KIo3MoHHas B3KX)
OnnoponHocTh n03upo- | B cootsercTBam ¢ Tpebosannamu (AV<13). (D PD, ODC.1.4.2.0008.15 CooteeTcTBYET
BAHHA «OIHOPOAHOCTE NO3MPOBAHAAY, CIIOCOB 2) AV=2 302
OCcMONAIBEHOCTh 205,3 - 684,5 MOcm/xr H20. (Kpuockonmuueckuit meton, I'd PD, ODC. | 413 mOcm/xr H-0

Ha donsre amoMUHHEBOH YKa3bIBAKOT HAWMEHOBaHWE NEPKATENA PETH-
CTPALMOHHOTO YACCTOBEPCHHA, TOPrOBOE HAWNMEHOBAHHUE JICKADCTBEHHO~
ro TIpenapata, NpeyNPEeNUTeNbHY) MapKHpoBky ®, 1€KapCTBEHHYIO
(hopMy, KOITHYECTBO AEHCTRYIOMIErO BEIIECTRA B MT.

ConepxaHne Bofopac- Conepxanve BOIOPaCTBODHMBIX NONHNENTHIOB BO (UIAKOHE AOMKHO | 2,76 MT
TBOpUMBIX nonunenTuaos | 6sits 0T 1,5 10 3,5 mr. (CoexrpodoTomeTpraeckyit)
Konwvectserroe onpene- | ConepkaHie peTHHANAMHHA BO (rakoHe A0DKHO ObiTh 0T 4,25 1o 5,75 | 5,06 Mr
JIeHHE Mr. (CnekTpotdoToMeTpHHECKHI)
VnakoBka e 22 mr nHogmmmsara Bo hiakoHs! 13 GECUBETHOTO cTekTa BMecTHMO- | COOTBETCTBYET
CTBIO 5 MJI, YKYTNIOpEHHbBIE NMPOOKAMK PE3MHOBLIMH M OOKATAHHEIE KOJI-
Na4KaMy aTIOMMHHEBEIMH C OTPBIBHO# IACTMKOBOH Hawiaaxod Quone-
TOBOTO LIBETA.
Mo 5 ¢nakoHOB B KOHTYPHYIO AYEHKOBYIO YNIAKOBKY W3 MUIEHKH monuBH- | [1o 5 $1akoHOB B KOH-
HITXJTODHIHOW WIH MonudTUIeHTepedTanaTHOM M GONbru amoMHHME- | TYPHYIO — S4elKORYIO
BOH. YIOAKOBKY H3 IUIEHKH
NOMHBHHMIDUIOPUIHO A
H QOIbIH ATHOMHHHE-
BOH.
[To 2 KOHTYpHBIE A4EHKOBBIE YIAKOBKA C MHCTPYKUHMEH no mpumenermio | CooTseTCTBYET
B Ma4Ky M3 KApPTOHA.
MapkHposka ITepeuynas ynaxosxa CootsercTayer
Ha 3THKeTke (rakoHa YKa3biBalOT HAHMEHOBAHME NEDPIKATENs PErHCTpa-
IUOHHOTO YIOOCTOBEPEHHA, TOProBOoe HAHMEHOBAHHE JIEKAPCTBEHHOIO
mpenapara, NpeIyNpeauTeNnbHy0 MapkHpoBKy ®, nekapcTBeHHyio Gop-
MY, KOJHYECTBO AEHCTBYIOMEro BEINECTBa B MT, GapMaKol, HOMEp CepUH
H CPOK FOJHOCTH.
Ha OTPBIBHYK) MIACTHKOBYH HAKIAOKY KOINa4yka allOMHHWEBOrO HaHO-
caT penbedHyo Haamuck « EPODAPM».
Bmopuunas ynaxoexa CooTteeTcTRYET
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Ha mauke ykaspiBalOT HaUMEHOBAHHE, TOBAPHBIA 3HAK, alpec, TenedoH,
(akc nepxarens PerHCTPALMOHHOTO YIOCTOBEPEHMA, TOPrOBOE HAWUMeE-
HOBaHHE NEKAPCTBEHHOrO TMpEnapaTa, NpeaynpeauTeNbHYI0 MAPKUPOBKY
®, rpynnupoBOYHOE HAWMEHOBAHWE, NEKapCTBEHHYIO (OpMY, KOJHYe-
CTBO AEHCTBYIOLIETO BELIECTSA B MT, KONMHYECTBO (DIAKOHOB B MA4Ke, CO-
cras, «CTepuIeHOY, YCIOBHA XPaHEHUS, YCIOBHS OTIYCKa, «XpPaHUTh B
HEJOCTYITHOM [ JeTeH MECTe», HOMED PEerHCTPAalMOHHOTO YAOCTOBEpe-
HUA, WITPHXOBOH Kox, (apmakon. [lpudrom Bpaiins Ha nayky HaHocAT
MHQOPMALMIO «peTHHANaMUH 5 Mry». Ha JMuueByro CTOpOHy NaukH Hakie-
HBAIOT TONOTPaMMY.

Ha nauky nanocAT cpeacTso uaenTuduKauun (ABYXMEpHLIH MITPUXOBOH
KOM), U TeKCT, MyGMUpYIOmuii HHGOPMALMIO, 33KOIMPOBAHHYIO B HEM
(HOMep MPOH3BONCTBEHHOH CEpHH, JaTa HCTEYEHHS CPOKa TOIHOCTH, UH-
JMBUIYANbHbBIA CEpUHHBIH HOMEP (NPH HATMYHE)).

MapkupoBKa TpaHCIIOPTHOI Tapsi B cooTseTcTBuu ¢ TOCT 14192-96.
Xpauenue B samuinenHoM 0T CBeTa MeCTe NpH TeMIiepaType He Bhime 25 °C.

Cpok rogHocTH 3 rona

3AKJIFOYEHHUE OKK: JlekapcrsenHsiii npenapat PETHHAJTAMMWH®, nuoduimsar ans NPUTOTOBJIEHHS PAcTBOpPA A1 BHYTPH

MBILIEYHOTD - M napa&ynsﬁapﬂoro BBEIEHHS, 3 cepra 80319 cooTBeTcTBYET TpeGOBaHMAM HOPMATHBHOrO HokyMmeHTa JIC
000684 09“!8 RN /m

Haqanhanx, OKK 3.®. Bynuna

IIaTa nommcaaua 01 042019 I

Crp.3u33






AEKINAPALIUA O COOTBETCTBUU

DEKINAPAHT, MPUHUMAIOLLIUA OEKITAPALIMIO O COOTBETCTBUU:

000 "TEPOGAPM", MexpaioHHas uHcrekuus degepanbHoi Hanorosoit criyxtet Ne7 no Cawkr-Tertepbypry., OIPH:
1027810343417 o1 27.12.2002, agpec: 191119, Poceus, r. Cankr-TNMetepbypr, yn 3senuropoackas, g 9, Ten: (812)
703-79-75

B nuue: MexepansHoro gupexkropa Poguoxosa M.1.

HoeepexHoe nuuo: MaTmiowuHa A. B.

HoeepenHocts Ne 403 or 01.03.2019

SAABNAET, YTO NEKAPCTBEHHOE CPE[ICTBO:

PeTtuHanamuu®, nuodunusar Ans NPUroToBNEHWS PAcTBOPa ANA BHYTPUMMbILLEYHOrD 1 napabynesbapHoro seeneHnst 5
Mr, 22 mr, donakoHs (5), ynakoeku sueAkossle KOHTYPHLIE (2), Na4ku KapToHHbIe, per. ya. Ne JIC-000684 ot 07.07.2010
(AaTa samensl PY 09.11.2018), cepus 80319, rogeH fo: 05.03.2022, naptusa: 12173 ynakosku.

BbiNyCKaemMoe U3roroBuTesrieM: Kog OKNAz:
OO0 "TEPOPAPM", 142279, Mockosckas obn., CepryxoBCKMiA MyHULUTIANbHBIA PaiioH, 21.20.10.261
ropogckoe nocenedune OGonexck, paiiod p.n. OBonexck, cTp. Ne5, MHH 7826043970, crpana:
Poccus

Kon THB3:

COOTBETCTBYET TPEBOBAHUSAM:
NC-000684-091118

OEKINAPALIUA NPUHATA HA OCHOBAHUA

CeprudbukaT aHanusa/nacnopt npoussogutens Ne 32 ot 01.04.2019, CepTUdMKaT COOTBETCTEMR B CucTeme
ceptuchukalmm FOCT P Ne POCC RU.®K58.KO0087 ot 17.10.2018. OPIAH MO CEPTUOUKALMK CUCTEM
MEHEIPKMEHTA AO "Biopo Beputac Cepruchukeiwd Pycs”, attecrar akkpeguraunu: RA.RU.13PK58 ot 21.03.2016

PALINW: o04.04.2019
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(noanucs) {Pamunus, uHuumanst)

Q%a:

CBeleHUs1 O perucTpauuMu aeknapaumm 0 COOTBETCTBUMU

3A0 "TexkavecTeo", 109044, r.Mockea, yn. luHamaosckas, 4. 1A, od. 400, Ten.: +7 (495) 676-5417, cdakc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OI'PH: 1057746285189, AtTecTaT per. N2 POCC
RU.0001.11®B14 sbigan PepgepanbHoii criyxGoii no akkpeauTaumm

foBpoTtun AB.

{nognucs) {DarMunns, KHMLMaTH)







