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000 «"EPODAPM»
Opuamveckwi agpec: 191119, Canir-MerepBypr, yn. 3senuropoackas, 9

ToyroBki agpec: 191144, Canr-lerepbypr, ferrapHbiit nepeynox, 115, BL| «Hesckas Parywas
Ten.Ithaxc (812) 703 79 75, e-mail:

inform@geropharm.ru, www.geropharm.ru

AHAJTMTUYECKHA MACHOPT M 114  Poceus

KOPTEKCHH®, ninoduansar 11s npurotoienus PACTBOPA 1719 BHYTPHMBILEYHOT 0 BBeAeH s, 10 Mmr

CTpaHa-npoHIBOARTE b!
Homep perucrpaimonnoro
YHOCTOBEPEHHA:
JI03UpOBKA/ARTHBHOCTS:!
Jexapcraennas dopma;

PasMep W THT ynakoBKir:

Howmep cepuu:

KonnuecTso ynakosok s cepuu:

Hara npouzsoacrea:

loznen ao:

[IpoussoauTens JeKapcTBeHHONO
CPCACTBA (HAIEAHUE U AOpec NPouIBoo-
CMBEHNON NICHIQOKU ),

Rropuunas ynakoska:

TposseoncrseHnas niomanka:
[TpoussoacTeennas maueHINg:
3aKmOYeHHE O COOTBETCTEHH MPOH3BO-
AWTENA NICKAPCTBEHHBIX CPelIcTB Tpe-
Gosasusam Ilpaswt Haznexauwe# npo-

Poceuiiexas ®enepanns
P N003862/02 or 30.06.2009 r.

Koprexcuna 10 mr

AMOGUANAT AN NPHIOTOB/IEHUS PACTBOPA 445 BHYTPHMBIILEYHOIO BBeIe-
HHA

no 5 $:1aKOHOB B KORTYPHYI0 4eHKOBYIO YNAKOBKY H3 NVICHKH MOAHITH/IEH-
TepedTanaThoil W GoALIH aTlOMUEHEBOH, 110 2 KOHTYpHBIE suelikoBbie yna-

KOBKH ¢ HHCTPYKUHeH 10 NPUMEHEHHIO B NAYKY H3 KAPTOHA
90119

4 225 ynax.
10.01.2019 r.
10.01.2022 r.

000 «'EPO®APM», Poccus, 196158, r. Canxr-HerepSypr, MockoBckoe
woccee, 1. 13, imr. BU, nut. BA

000 «'EPODAPMy, Poccust, 142279, MockoBekas ob.racth, CepniyxoBekuii
MYHHUHNATLHBIA palioH, ropoackoe nocesenne Ofonenck, pakon p.n. O6o-
JIEHCK, ¢Tp. Ne §

000 «'EPOPAPM»

Ne 00107-J1C ot 16 mions 2017 rona

Ne GMP-0037-000182/17 ot 21 aBryera 2017 r., npukas Ne 2832 ot 21.08.201 7
Ne GMP-0037-000184/17 o1 21 aBryera 2017 r., npuka3s Ne 2833 o1 21.08.2017,
BbiZaHHble MEHNCTEPCTBOM NPOMBINLIEHHOCTH H ToprosJin Poccniickoit (be-

H3BOJCTBEHHOH MpaKTHKM:
JelicTaurensib 10:

Kountpons npoeezen Ha cooTsetcTaume:

AepauHm.

06 srons 2020 roaa
P N003862/02-180918

Hanvenosauue noxazareaei

Tpefonanus HOPMATHBHON ZOKYMEHTIHHN

PesvibraTsl wennrranuit

Ouncanne

Jluoduanszuposanssii nopomox Wi nopkcTas Macea Genoro 1M Ge-
JOIG © ACITOBATBIM OTTEHKOM IIRETA.

Hnodumanposannsil nopomok
Be10ro © KENTOBATHIM OTTEHKOM
HBEeTA

[oamuuocTs:
A, Tlermaam

b. Apomariueckie amMusokHCIOTH

Oxpauisanne pactaopa upenapara B CHHE-(IONETORBIA UBCT B HPHCYT-
CTBUH DHYPETOBOTO peaxTHna.

Y®D-cilexIp NOIOMIEHAA PACTBOPA TpenapaTa B 06:18CTH LTHH BOAYM 0T
250 1o 300 nr nomken mveTs Makeisys npu (27526} .
CooTHOWeHHE ONTHYCCKKX MIOTHOCTEH Azrs/Azso T0TKKO GbiTh HE Me-

Moarsepaciena

J.max = 275,00 1M

ree 1,0, 1,20
Ha xpomatorpamme HCIBITYEMOrO NPETIAPATA AOTKHO HOSRITLES (STHO
B. 'mitun Ha YPOBHE MATHA PACTBOPA CTAHAAPTHOrO o8pasua ranumaa. (TCX) CoorpeTcTaver
Bpems pacraopenus Conepranoe di1akona 10140 pacTROPATECS IpH serpaxunaiid B 1-2 | Menee | mun.
MIT BOABL iR unnexinil. 0.9 % pactsopa satpus xaopuaa, 0.5 % pac-
TBOpa NpokasHa B TedeHne He Gonee | mun. (Buzvansasii, xposomeri-
pHYECKHIT)
Ilpospausiocts pacraopa Momken Gbith npospausin, (TP PP, 09C.1.2.1.0007.15) [Tpospauen
LeTHocts pactsopa Oxpacka MCOBITYEMOrO PacTEOPa He JIOMAKHA NIPEBBLIIATH ITAIOH Y4. Boiacpmusaer
(IO PO, ODC.1.2.1.0006.15, Metoza 2)
pH pactsopa O1 3,0 10 6,6, (paCTBOP, MPHIOTORTEHNEIN 118 HCNBITARNS HA «llpospau- | 6,10
Hoeten.  ([lotemumomerpudeckoe  ompezeneswe, I P,
ODC.1.2.1.0004.15)
TNoTeps B Macce npu sbicyumsannn | He Gonee 10 %, (TD PP, ODC.1.2.1.0010.15. cnocod b 2.00 %
Mexasnaecke BRIONEHRMS:
« BHAMMbIE Hommen puliepxuBars TpebOBAHES 118 NPSIAPATOR, IPeIHAIHAIEHHBIX Bupepxusaer
AT% BHY TPHMBICHOrO BReaeuus, (TP PO, 0DC.1.4.2.0005.15)
B oavom daakose:
- AEBIZIMMBIC - Cpeduee HHea0 YacThi pasmepon 10 Mrv 1 Goniee ve upessimaet 6000; | 15 u/daax.
- CPeance HHENo MacTHIL paisepom 25 aiv 1 Gostee He npessimiaet 600. | 0 uv./gnaxk,

(Cuerno-horomerpudeckuil. I'® PO, ODC.1.4.2.0006.15)

BaxTepHaTRHBIC MIOTOKCHHEL

He Gonee 35 E3/wr. (Tem-pomG Tect (verozx A), I'® Po,
OdC.1.2.4.0006.15)

Menee 35 ES/mr

Crp. 1 u32




AHOMATLHAR TOKCHHHOCTR

Tlomaen Gbith HeToxcunbiM, (TP PO, OBC.1.2.4.0004.13)

HeToxcuven

(CnextpodoroMeTpHueckuii)

CTepribHOCTh Tlomke GbiTs crepiasaby. (Meroa Membpaniiof iIbTPaLHA. TO PP, | Crepsnex
Q0C.1.2.4.0003.13)
Baicokomonexympisie Geku Ha xpoMatorpamMe HCHBITYEMOro pacTBopa JI0/TiHbI OTCYTCTROBATE CoorsercTayer
[ pUMecedl. BPEMS YICPAHBAHIA KOTOPBIX MEHEE BPCMEHN ¥ I
paHWA MuKa Deska-Mapkepa - mrToxpoma C, 9TO NOJATBEPAUIACT OTCYT-
crBite Bekos ¢ MoTeRyIspHeit Maccoit cebime 12300 [la. (Dxermosuok-
nas BOKX, I'd P@. 09C.1.2.1.2.0005.15)
QaHOpPOIHOCTD IOSHPORGHHA B coorsercreun ¢ tpefosammamun  (AV<15) (I'd P, | Coorercrsyer
O®C.1.4.2.0008.15. cirocol 2) AV =440 %
Conepianye BOJAOPACTBOPUMBIN 10~ | CoepKanie. BOIOPACTBOPHMBIX MOTMNenTHIOB BO duakore 0mkHO | 540 Mr
JMNENTHIAOR Grims o1 3.0 0 7.0 Mr. {CnekTpodoToMETPHYECKHIT)
KoamuecTREHROE OTIPE/ e/ 1eHHE Cocp/kanBe KopTexciHa Bo (rakone 10.0kHO GiTs 0T 8,5 10 11.5 mr. | 9.90 mr

Buoaoru+eckas akTHRHOCTD

[Mpenapar cauTaior GHOJOIMMECKH AKTHRHBIM. €CTH HHICKL ILIOMALH
TKANH KOP&EI I'OA0BHOTe MO3IE NOCIHC K¥ IbTHBHDOBAHLA ¢ noGapaenieM
IKCTPAKTA KOPTEKCHHE B KOHUEHTALHH 20 HI/MT He MCHEE, 4eM Ha 20 %
Gobine HEZeKca mromam B koutpoe. (Bhosorugeckuii)

Ha 26 % Goawie koETpOs

Yunakoska

Mo 22 wr axodimsara 80 GraxoHsl 13 GECHBETHOIO CTEKIE BMECTHMO-
CTHIO 5 MA. VKYTIODEHHbE TPOOKaMU PEIHHOBRIMA 1t 00KATARHBIC KO-
fauKAMH ATIOMHHEHEBSIMH C OTPBIBHOM ILIACTHKOBOH HaxTaikoH opar-
KEBOIO HBETA.

To § §aakoioa B KOHTYPHYIO H4SHKOBYIO YIIAKOBKY H3 MICHKH NOAHBIL-
HIUIXTOPHAHOH uan nonnaTHaertepedranatiol 1 QoasrH amoMitHie-
BOI.

[To 2 koHTYDHbIC FHelKOBRIC YHAKOBKH ¢ HHCTPYRUMEH N0 NPHMEHEHIID
B NAYKy 13 KAPTOHA.

Tlo 22 mr smodiinsata so (ia-
Kousl W3 OecuseTHoro CTEKIaR
BMECTHMOCTRIO 5 MA. VRYHOPEH-
Hble NPOOKAMH PEIUHOBBIME H
o0KkaTanHbie KOAMAYKAMH amo-
MHHHEBBIMU C OTPBIBHOH ILIACTH-
ko080l HAKTAAKOH OPAUKEBOO
upeTa.

Tlo 5 $1akoHOB B KOHATYPHYH
AHCHKOBYIO YNAKOBKY H3 TLICHKH
nomyTHIenTepedTataTHOl M
doasru  amouuanesoit. o 2
KOHTYpHBIE  SHCHKOBBIE  yTIa-
KOBKH ¢ HHCTPYKIUEH 110 ApuMe-
HEHIIO B MTAYKY H3 KapToHa.

Mapkuposka

{lepBuHAs YMAKOBKA JEKAPCTBEHHOIO NpenapaTa

Ha sruxeTre ($1aK0Ha YKA3BIBAIOT HAMMEHOBAHHE 1eDAATET PErHCTPa-
[HOHHOFO YAOCTOBEPEHMH, TOProBoe HAMEHOBAHMES ACKADCTBCHHOID
npenapata. TPEIYNPEIATEILHYI0 MAPKUPOBKY ®, JERAPCTBEHHYIO
dopy, KoaUHECTBO ACHCTBYIOMICTO BEUECTBA B MI. (PEPMAKDL HOMEP
CEPHH ¥ CPOK FOIHOCTH.

Ha oTpsiBEHyIO NIECTHKOBYIO HAKTAAKY KOAMAuKa ATHOMHHHEBOTO HAHO-
et pesednyo Haamics «EPODAPM».

Bropuysas yraKosKa JeKapeTBEHHONO Npenapata

Ha niauke VRa3biBAOT HAMMEHOBARHE, TOBAPHAIA JHAK, aapec, Tenedou n
daxe JepaaTe]s PErHCTPAHOHHOTO YIOCTOREPCHIA. TOPTOBOE HAHME-
HOBAHME IEKAPCTBEHHOTO NPenapara. NPEIYIPEMTEILHYIO MAPKHPOBKY
®, rpyNMUpOBOMHOE HAMMEHOBAHNE, JeKAPCTREHHYIO (DOpMY. Komise-
¢TBO CHACTBYFONIETO BEWECTBA B M, KOTAYECTBO (IIUKOHOB B NAtKe, Co-
crar, «CTEPHILHOY, YCIOBHE XPAHCHIA, YCIOBHA OTNYCKA, « XPaHHTh B
HEIOCTYTTHOM 717 JeTell MECTEy. HOMED PETNCTPALMOHHOTC YIOCTOBEpe-
g, mTpuxosodi ko1 dapmakoa. Lpudrom bpaiias wa naduky HAHOCAT
undopmaisio «koprexcit [0 Mr». Ha anuesyio cTOpOHY natis Hakien-
BAIOT TOOIPAMMY.

Ha rauky HaHOCHT KOHTPOABHBIT HICHTHUKALIIOH I 3HAK (ABYXMED-
HBifl ITPHYXOBOH KOA), 1 TeKCT, TyGaupywnni AHGopMallno, 3aKeInpo-
BAHHYIO B HeM (MICHTHOUKALIOHHBI HOMED. HHAMBIIYAIbHBIH CCpHil-
Hbill HOMED BTOPHYHON YIAKOBKH. HOMEP NPOHIBOACTBEHHON Cepiu.
J1aTa HCTEYEHHA CPOKa MOAHOCTH).

Ha doabre antomuHHenoil YKasbiBaiOT HAMMEHOBANHE JCPRATENS peri-
CTPALMOEHOND VIOCTOBEPEHHS, TOPrOBOE HAIMEHOBAHUE IEKAPCTBCH-
HOTO NpEnapara, NpeiyipeanTenbHY0 Mapkuposky B, 1eKapeTReHHYIO
thopay, KOTHYECTBO JSHCTBYIOUIErO BELIeCTRa B MI.

Mapkuposka TpancoopTHo Tapst B coorserctaim ¢ TOCT 14192-96.

CooTsercrayer

CooTBeTCTRYET

B samumieHEOM OT CBETa MECTE [P TeMiepaType He Benue 25 °C.

3 roag

3ALIIQ§IEHHI-, 6iﬁ%$ﬂgfmpmewmﬁ npenapar KOPTEKCHH®E, iwoduiinar 118 NPUIOTOBICHHA PACTBOPA 1A BHY TPHMBILICUHOID BRCIC-
nid, 10 Mr cepus 30118 coorsercrayer TpefoBanHaM HOPMATHEHOrO JokymenTa P N003862/02-180918.

Hasanssnk OKK

Tigess assdsimt 10.03.2079 7.

Topaeesa A. 10,

Crp.2m2




JNEKJAPALIUS O COOTBETCTBUH

HaumMenosanue opanuzayuiy, RPUHASWETI OeRIUpaiuio 0 Coomeememeui.

OBLecmso ¢ 02PanUYennol OMEemcmeerHoCmblo "TEPODAPM" (000 "TEPODAPM")
3apeaucmpuposaito : Medcpaionnas unenexyu DedepanbHoil 1an020601 Cyoictst NelJ no
Canxm-Ilemep6ypzy OTPH 1027810343417 om 27.12.2002

Adpec mecma naxooicoenus.: 191119, 2. Canxm-Ilemepdype, ya. 3senuzopoockas, 9. Teaegpon:
8(812)703-79-75.

Hosepennoe auyo: bensesa O /1. dosepennocme. Ne 277 om 09.01.2019

JASIBJISIET, UTO

Aexapemeennoe cpedemso: Kopmexcun, auouausam 0as npucomosienus pacmesopd 05 GHYIMPUMBIUEUHO20
seedenus 10 me , naxonvr 22 Mz (3), ynaxosxu SHeUKo6ble KOHMypHoLe (2), nauxu xapmonnsie, cepust 90119,
koauuecmeo 4223 ynakosok, 2oden 0o | 0.01.2022, npoussoocmea QOO "TEPODAPM" 191119, &
Canxm-Ilemepoype, 3eenuzopodcxas yr. 0.9, Poccus, ko0 OKIIJT 2 OK 034-2014 (KITEC 2008) 21.20.10.230,
anciumunecxkui nacnopm Ne 114 om 20.03.2019 OKK Q00 “TEPODAPM"

COOTBETCTBYET TPEBOBAHUSIM

P N003862/02-180918

NEKJIAPALMS TIPUHATA HA OCHOBAHHWUH

peaucmpayuonnoe yoocmosepenue P N003862/02 om 30.06.2009  (oama samenst 18.09.2018) evidano
Munzdpasom Poccuu, cepmudurant coomeememsi N POCC RU.®K38.K00087 om 17.10.2018, 0o 17.10.2021,
Opean  no  cepmuuxayuy  cucmem wenedocmenma  AO  "Biopo  Bepumac  Cepmucpuxevizun - Pyce”
(RA.RU. 13DK38), anaaumuwecxuii nacnopm Ne 114 om 20.03.2019 OKK 000 "'EPODAPM"

JIATA [IPUHSITUS JEKJAPALIUU 2/.03.2019

JAEK ENCTBUTEJILHA 10 /0.01.2022

£ R QMJ 5 bessiesa O. 11
5

P IOJITHCh f o.1.0

CBEJIEHUS O PETUCTPALIUUA

OPI'AH 10 CEPTUOHUKALIHUH, JAPEIMCTPUPOBABIINNA JEKJIAPALMIO

Pezucmpayuonuniii nomep POCC RU.0001.11PMO3 Opean no cepmuichurayuu npodyryun OO0
«Oxpyoicnoit yenmp cepmugpurayuu Cesepo-3anaoy, adpec : 194156, Poccus, 2opod Canxm-Ilemeptype,
Ceemuanoscruil np., 0.2, ouc 413, oguc 503, ogpuc 503, men/paxc: (812) 380-06-34.

P AIHISEO-COOTBETCTBHU 3APETHCTPHPOBAHA M POCC RU /1-RU.0M03.B.08222/19
JATABET MCTPATHAM 21.03.2019
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Porauesa E.I'.

HOANHCE P}’I\’OBO,ZLH'I'&JI}J oprata







