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Opuanyeckuit agpec: 181119, Cankr-Merepbypr, yn. 3seHuroposckas, 9
Moutosbin appec: 191144, Cankr-MetepBypr, ferrapHbii nepeynok, 115, BL| «Hesckan Paryway

Ten./dakc (812) 703 79 75, e-mail: inform@geropharm.ru, www.geropharm.ru

AHAJMTUYECKHWAMN NACIIOPT Ne 202

Poccun

KOPTEKCHH®, ino¢riau3ar Ais NpHIoTOBIEHHs PacTBOpa Ul BEYTPHMBIIIEUHOI0 BBEACHHS, 5 MI

Crpasa-npou3BOAHTENE:
Homep perucTpalloOHHOTO
YAOCTOBEPEHHS:
Jl031poBKa/aKTHBHOCTE!
JlexkapcTeeHHad Qopma:

Pasmep ¥ THIT YIaKOBKH:

Homep cepuu:

KonmudecTBO yNakoBOK B CEPHH:

JlaTa mpoH3BOACTBA:

Tonen no:

IpownseoauTeIs IEKAPCTBEHHOTO
CpencTBa (Hasganue u adpec npou3sao-
CMmBeHHO MO aoKL):

BropuaHas ynakoBKa:

HpoﬂBBOACTBﬁHHaX omanka:
HPOHSBO,HC‘IBCHHBX JULEH3INAL
3axTroYeHUE O COOTBETCTBHH ITPOM3BO-
JUATENA JIeKAPCTBEHHBIX CPENCTB Tpe-
Goeamusm [Ipasin Hatexamed mpo-

Poceniickan @enepanus
JICP-003190/09 or 27.04.2009 r.

Koprtexcrana 5 mr

AHo(HIA3AT AJs NPHIOTOBJICHHS PacTBOpa AJf BHYTPHMbIIIEYHOTO BBeae-
HMEA

1o 5 ¢pAaKoHOB B KOHTYPHYIO S49eHKOBYI0 YNAKOBKY H3 IJIEHKH NOJIHBHHHJI-
XAOPHIHON HIH DonM3THIeHTepedTanaTHOH H GOILIH ANIOMAHAEBOH, 10 2
KOHTYPHBbIE f4eliKoBbIe YNAKOBKH ¢ HHCTPYKIHEH 10 NPHMEHEHHI0 B NaYKy
H3 KapToHA

441218

14 639 ynak.

06.12.2018 r.

06.12.2021 r.

000 «TEPOD®APM», Pocens, 142279, Mockoecekas 061acth, CepnyxoBekHi
MYHHIHNANBHBIA pafioH, ropoackoe nocetenne OGonenck, paiion p.n. O6o-
JIeHCK, cTp. Ne §

000 «TEPODAPM», Pocens, 142279, Mocxopckas obnacts, CepnyxoBexkuii
MYHHUOHOANLHBIA pafioH, ropoackoe nocesenne OGonenck, padon p.n. O6o-
JeHcK, cTp. Ne 5

000 «'EPO®APM>»

No 00107-JIC o1 16 mionn 2017 roga

Ne GMP-0037-000183/17 ot 21 aBrycta 2017 ., npuxaz Ne 2840 ot 21.08.2017;
Ne GMP-0037-000184/17 ot 21 aBryera 2017 r., mpuka3 Ne 2833 o1 21.08.2017,
BblaHHbIe MUHHCTePCTBOM NPOMBINLIEHHOCTH B Toprosau Poccuiickoii @e-

H3BOJICTBEHHOH IPAKTHKH:
JIeHCTRUTEABHEL J0:

KOKTPOJ!L IIpPOBEJAEH Ha COOTBETCTBHE!

JIEPBHHH.
06 nions 2020 r.
JICP-003190/09-240918

HauMeHoOBaHHE NOKa3arTeel

TpefoBanna HOPMATHBHOH NOKYMEHTAIHH

PesynbTaThl HCNbITaHKH

Onucanne

JnodumupoBaHHEI NOPONIOK MM TNopUcTas Macca Genoro WM
Genoro ¢ XeNTOBaTEM OTTEHKOM IBeTa. (BuzyansHeif)

NuodumzdpoBasHeiil  10Opo-
n1ok 0enoro LBeTa

ToaIMAHOCTS:
A. Tlermrruasr

B. ApoMaTUdeckHe aMHHOKHUCIOTEI

B. I'nunus

OxpamuBague pacTsopa Ipenapara B CHHe-pHONeTOBbIH 1BET B MpH-
CYTCTBHH OHYPETOBOTO PEaKTHBA.

YD-caexTp MornoMesls pacTBopa npenapara B 001aCTH JIHH BOTH
ot 250 no 300 BM DONKEH BMETH MAKCHMYM TIpH (275 % 6) aM. (Crek-
TpooTOMETPHUCCKHUH)

Cootaomenre onTHIeckHX MIOTHOCTEH Da7s/Daso JomkHo OuiTE: He
menee 1,0, (Criekrpodoromerpureckuii)

Ha xpomatorpaMMe HCABITYEMOrQ NpEHapara AOJKHO TIOSBHTLCS
N4THO Ha yposHe naTHa pactBopa COBC rmmnuna. (TCX)

ITonreepkacHa

A max = 274,68 um

1,35

Coorsercrayer

Bpems pacteopenus

Conepwumoe GraxoHa JOMKHO PACTBOPATHCA IIPH BCTPAXWBAHUY B
1-2 mn Boas: s uEsexumit, 0,9 % pactsopa Hatpus xnopuaa, 0.5 %
PAacTBOpA POKaHHA B TeueHHe He Gonee 1 mun. (Busyanssni, xpo-
HOMETPHYCCKHIA)

Mesee 1 mun.

HEIX J/I BHYTpHMEIIEYHOro Brenternd. (10 PO, 00C.1.4.2.0005.15
«BHANMBIE MEXAHYECKHE BKIIOYEHNS B TEKApPCTREHHEIX opmax

TMpo3payHoCTE pacTBOpa Homken Gerrs npospaunem. (T PO, ODC.1.2.1.0007.15 «Ilpo- | [Tpospagen
3PAYHOCTE W CTEMNEHb MYTHOCTH XUAKOCTER»)

IiseTHOCTE pacTBOpa Oxpacka HCIIBITYEMOrO PacTBOpa He JI0JIHA IPEBBIATE ITAIOH Y4. | Brlnepxusaet
TP PP, ODC.1.2.1.0006.15 «Crenens okpacku XHIKOCTEH», Me-
Ton 2)

pH pacreopa Or 5,0 1o 6,6 {pacTBop, MPUTrOTOBNEHHEIN s ucnsradus Ha «[Ipo- | 6,03
3patHOCTh pacTeopar). (D PO, ODC.1.2.1.0004.15 «HMonomerpus»
NOTCHUMOMETPHYECKOES ONpEACNeHHE)

Iloteps B macce mpu Beicymnsa- | He Gonee 10 %. ('@ Pd, OPC.1.2.1.0010.15 «Iloteps B Macce mpH | 3,93 %

HHH BHICYIIHBAHKEY, cmocob 1)

Mexannueckye BKIIOYCHHA.

- BUIHMBIC HomkeH BeUIepKHBATE TpeDoBaHKS [1% IPENapaTos, NMpeiHasHayeH- | Beiaepxupact

Crp.1uz 3




-~ HCBHIWMEIC

VIS NTAPEHTEPANbHOIO IPHMEHEHHS M MAa3HEIX TEKapCTBEHHBIX dop-
Max»)

B onrom thnakone:

- cpenHee yucIo JacTyr pasMepom 10 MiMm u Gonee - He npessiniaer
6000;

- CpejiHee YHCIO YACTHIL pasMepoM 25 MxMm u Gonee - He NpeBLIIaeT
600.

(Cuerno-thoromerpuneckni, ['® PP, O®C.1.4.2.0006.15 «Hesunu-
MBIC MEXAHUYECKHE BKIOYEHHS B ICKaPCTBEHHLX GopMax s na-
PEHTEPANLHOTO NPHMEHEHHAY, MeTo 1)

64 q /dnax.

1 w./dna.

TTuporesnoets

Jonuxen Obrrh amdporesnsmM. (T PO, O0C.1.2.4.0005.15)

AIMMpOreHeH

AHOMaNEHas TOKCUYHOCTE

Lonxes 6prrs HerokcuuneM. (T'® PO, O0C.1.2.4.0004.15 «Ano-
MATLHAT TOKCHYHOCTS )

Herokcuuen

CrepunsHOCTS

JHomxen 6prrs crepAneHsM, (Meroa MeM6pannod dursrpaimu, ['d
P, O®C.1.2.4.0003.15 «CrepaisHOCTEY)

Crepunes

BricokoMoneKy IapHbie GemkH

Ha xpomarorpaMme HCIBITYEMOTO PACTBOPA J0DKHBI OTCYTCTBOBATE
IMKH TIPAMECEH, BpeMs YIEDPHHBAHMA KOTODBIX MCHEE BPEMEHHM
yAepkuBanua naxa Genxa-mapkepa - guroxpoma C, 4To moaTBep-
MAEET oTCyTCTBHE GenkoB ¢ MonexynspHoH Mmaccolt cerume 12300
JHa. (Oxckmosnonnas BOXX, ' PO, ODC.1.2.1.2.0005.15 «Bsico-
k03 (exTHBHAS XKIUIKOCTHAA XpoMarorpahmuan).

CooTBeTCTBYET

OcTaroyHsie  OpPraHd¥eckHe pac-
TBOPUTCIH

Anerona He Gomee 0,3 %. (D PO, ODPC.1.2.1.2.0004.15 «azosas
xpomartorpadusa», ODC.1.1.0008.15 «Ocraro4Hsle Opranudeckue
PEcTBOPHTEIHY).

0,03 %

OnHOPONHOCTS NO3HPOBAHHMA

B coorserctBuM ¢ Tpefomammamu  (AV<I5). (T® PQ,
O®C.1.4.2.0008.15 «OnHOPOIEOCTE NOIMPOBAHUAY, crocol 2).

CootsercTByer
AV=6402

Conepxanue
NONUNENTHHOB

BOJNOPACcTBOPHMBIX

Conpepxarue BOJOPaCTBOPHMBIX [OJHNENTHACE Bo (uakoHe
AomxHo 6s1Ts 0T 1,5 1o 3,5 mr. (CoektpodoToMeTputeckyii)

2,91 mr

Konuyecrsensoe OTIpCACICHHE

Copnepxanue koprekcuHa Bo laxoHe AomkHO O5ITS oT 4,25 10 5,75
ur. (CriexrpodoToMerpryeckuit)

5,24 mr

Bronorugeckas akTHRHOCTE

Ipenapar cuuraior Guonorudeckn akTHBHEM, ecau MII Tkanu ro-
NOBHOTO MO3ra MOCHe KyJTbTMBHPOBAHASA C JoGaBiieHHEM 3KCTPaKTa
KOpTekCHHA B koHOenTpaumu 20 Hr/wmr, He meHee ueM Ha 20 %
Gonsme MIT B xorTpone. (BHonorHueckui)

Ha 27 % 6onbiue KOHTpOAA

Ynakoska TTo 11 mr modunusara Bo rakoEs! B3 GecnBETHOrO cTekNa BMeCTH- | COOTBETCIBYET
MOCTBIO 3 MJI, YKyTIOpeHHEIC ITPOOKAMH PE3HHOBBIMHA ¥ 00KaTaHHEIE
KO/Na4KaMH aOMHHHEBEIMHE C OTPBIBHOH NIAaCTHKOBOH HakIanxoH
OpaHXEBOro IIBETA.
[To 5 dniakoHOB B KOHTYPHYIO S4EHKOBYIO YIAKOBKY U3 nneHku no- | [lo 5 ¢uakoHoB B kOHTYpHYWO
AHBHHAIDUIOPUAHOH WK nomMaTAnenTepedTanarHol ¥ Goasry amo- | AUeHKkoBYI0  YIakoBKY M3
MHHHEBOH. [LIEHKH TO3THaeHTepedTa-
natHo¥ ¥ ONLTH ATOMHHHE-
BO#H,
o 2 xouTypHEIE A4SHKOBLIC YIIAKOBKH C HHCTPYKLHEH Mo mpuMede- | CoOTBETCTBYET
HMIO B NaYKy H3 KapTOHA.
Mapxupoeka Kourpoms na coorsercreue JICP-003150/09-270409, uam, Ne 8 or
22.09.17r.
[lepeuunas ynakoexa CootsercTayeT
Ha sTuxerke (nakoHa yKasLIBAIOT HAaHMEHOBAHWE HEPAKATENS PErH-
CTPAIIAOHHOIO YAOCTOBEPEHMS, TODroBOS HAHMEHOBAaHHME NeKap-
CTBEHHOTO Nperapara, NpeIyNPeaHTEIbHYIO MapkupoBky ®, nexap-
CTBEHHYIO lopMy, KOTMIecTBO NeHCTBYIOmEro BelecTra B Mr, «Jing
Heteiiy, apMakon, HOMED CEPHH H CPOK MOHOCTH.
Ha oTpsiBHYI0 MNacTHKOBYIO HakNanKy KONNAYKA ATOMUHHEBOIO
HarocAT pensedHyio Hanmics « EPODAPMy.
Bropuunas ynakoska CoutseTcTByeT

Ha mauke yxassiBaloT HaHMEHOBAHME, TOBAPHEIH 3HAK, afpec, Tene-
ton u dake nepikaTens perHCTPANMOHHEOTO YAOCTOBEPEHNA, «dapMa-
LEBTHYECKAA KOMITAHHAY, TOPIOBOE HAWMEHOBAHHE JICKapCTBEHHOIO
npenapara, NpeayNpeMTeNsHYIO Mapkuposky ®, rpynrmipoBodHoe
HAHMEHOBAHHE, TEKAPCTREHHYIO QOPMY, KOIHYECTBO NeHCTRYIOMETO
BEILECTBA B MI, KOMHYECTBO (TakoHOB B mauke, «/{na gereit», co-
cras, «CTEpUIBHOY, YCIOBHS XPaHEHWS, YCIOBHS OTIyCKa, «Xpa-
HHTb B HEAOCTYTIHOM JiA ASTEH MECTE», HOMED PETHUCTPallHOHHOrD
YIOCTOBEPEHNS, MITPHXOBOI kox, papmakoa. [lpudrom Bpaitna va
nayKy HaHOCHT WHMOPMANMIO KKOPTEKCcHH 5 Mr». Ha munesyio cro-
POHY Nauky HaKJISHBAIOT TONOTPAMMY.

Ha nauxy HAHOCAT KOBTPONBHBLIA HIeHTHOHKALMOHHEIR 3HAK (IBYX~
MEpHEIH IITPHXOBOH KOX), H TexcT, NyGmupyiomuit HH(OpMAaLKIO,
JAKONMPOBAHHYIO B HEM (MACHTHDHMKXAUMOHHBIA HOMED, MHIAKBHIY-
ANBHBIA CEpHAHEIH HOMEP BTOPHYHOH YTIaKOBKH, HOMEp NpOH3BOA-
CTBEHHOH CCPHHM, NaTa HCTCHCHHA CPOKA IOJHOCTH).

Ha donsre amoMiHACBOH yKa3sIBAIOT HAMMCHOBAHHE ICPKATENA pe-

Cmp.2m3




THCTPALHOHHOIO YIOCTOBEPEHNA, TOPIOBOE HAMMCHOBAHME JeKap-
CTBEHHOTO NIPETapaTa, MPEnyTPeHTENbHYIO MAPKHPOBKY ®, «[na
IeTeity, AeKapcTBeHHYI0 GOpMY, KOTHUECTRO NeRCTRYIOMErD Rellle-
CTBA B MT.

Mapx#poBka TpaHCIIOPTHOM Tapsl B cooTsercTRuH ¢ ['OCT 14192-
96.

Xpaseune B 3ammiieHHOM OT CBETA MECTE NPH TEMIIepaType He Beime 25 °C.

Cpok romHOCTH 3 roga

3AKJIFOYEHHME OKK: Jlexapcrsennsiil npenapatr KOPTEKCUH®, JHOQHIA3IAT AJI8 IPUTOTOBNEHUS PACTBODA IS BHYT-

PHMBIETHOTO=BEE , 3 Mr cepus 441218 coorae-rcry,rpeﬁosaam HOpMaTHBHOTO Aokymenta JICP-003190/09-
240918 o 1937859, %6
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AEKITAPALIUA O COOTBETCTBUMU

AEKNAPAHT, MPUHUMAIOLLIUIA OEKNAPALIMIO O COOTBETCTBUU:

00Q "TEPO®APM", MexpaiioHHan uHcnexuyus PegepantHoii Hanorosoi cnyxGel Ne7 no Cankr-Netepbypry., OFPH:
1027810343417 oT 27.12.2002, agpec: 191119, Poccus, r. Cankr-TeTep6ypr, yn 3senuraponckas, o 9, Ten: (812)
703-79-75

B nuue: MenepanbHoro gupekropa PoauoHosa .M.

fosepenHoe nuuo: Ceparokosa E. A,

HosepeHrHocts N2 267 oT 01.01.2019

3AABIAET, UTO NEKAPCTBEHHOE CPEOCTBO:

KopTekcun®, nuocunusar gns MPUroTOBNEHWA PacTBOPa AN BHYTPUMBILLEYHOrO BBEOeHUs 5 Mr, conaKoHsl 11 Mr (5),
YNaKoBk/ AYEAKOBbLIE KOHTYPHLIE (2), navky kapToxhble, per. ygq. Ne JICP-003190/09 oT 27.04.2009 (nata samens PY
24.09.2018), cepus 441218, rageu go: 06.12.2021, naprus: 14639 ynakosok.

BbiMyCKaeMoe U3rotoBUTenem: Kog OKIf2:

OO0 "TEPO®APM", 142279, Mockosckas 0bn., Cepnyxoscuii MyHULMNANLHLIA paiiok, 21.20.10.236
ropofckoe nocenexune OSoneHck, paitox p.n. O6oneHCK, cTp. Ne5, MHH 7826043970, crpana:
Poceus

Kog THB3[:
COOTBETCTBYET TPEGOBAHUSAM:
NCP-003190/09-240918

LEKNAPALIUS NPUHATA HA OCHOBAHUU

CepTudbukar aHanusa/nacnopt npoussoguTens Ne 202 ot 11.01 -2018, Ceprudpmkar cooTeeTcTaus B Cucteme
ceprudpuraiim FOCT P Ne POCC RU.®K58.K00087 oT 17.10.2018, OPrAH MO CEPTU®UKALIMKM CUCTEM
MEHE[DKMEHTA AQ "Biopo Bepurac Ceprucukeiuy Pycw”, atTecTar akkpeguTayun: RA.RU.13$K58 or 21.03.2016

AATA NPUHATUA OEKNAPALIUU: 16.01.2019

KFARAEMA O COOTBETCTBUU JENCTBUTENBHA [10: 06.12.2021
»“115103‘3‘4’>of‘?

éﬁ/}: N Ceppaiokoea E. A.

/ (nognuce) (Pamnnus, vHuUMan])

3AO "TexkavecTso", 109044, r.Mocksa, yn. OuHamosckas, . 1A, og. 400, Ten.: +7 (495) 676-5254, chakc: +7 (495)
676-5417, www.tehkachestvo.ruy, tehkachestvo@gmail.com, OMPH: 1 057746285189, Arrecrtar per. Ne POCC
RU.0001.119B14 Bhigan PegepansHaoi cnyxGoit no akkpeguTaunn :

Harta perucrtpauuu: 16.01.2019

HOMep fOeKrnapauuu: POCC RU 4-RU.®B14.A.14761/19

Bopobeesa H.H.

{nognw . {DamMunMa, UHULMANLE)







