TEKJAPAIINA O COOTBETCTBUU

Hauvenosante 0peanusayuil, APUHASUICH OLKAAPULIUIO 0 COOMBEMCMBUL.
Obugecmeo ¢ oeparmennoit omgememsernocmpio "TEPODA PM" OO0 "TEPODAPM")

Sapecucmpuposaro : MedCpalonHasL UHCNERYUA Dedepanvoit narw2080il cayoictn Nel3 no Canrm-Ilemepéypey
OFPH 1027810343417 om 27.12.2002

Aopec mecma naxoxcoenus: 191119, 2. Canxm-Iemepdype, ya. 3eenueopoockas, 9. Teaehon: 8(812)703-79-75

Hosepennove auio: beasesa O.J., dosepennocniv: No 425 om 03.04.2019
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aaeoenus 10 e haaxonst 22 e (5), yRarosKu UeHKOGHIE KOHIYPHbIE (2), nauky kapmornsie, cepst 2900619,
wosuyecmeo 3381 ynakosok, 200en 0o 24.06.2022, npouseodcmsa OO0 "TEPOGAPM" 191119, 2
Canrm-emepéype, 3eenucopodckas ya. 0.9, Poccua, koo OKIIl 2 OK 034-2014 (KIIEC 2008) 21.20.10.236.
anaaumuveckuil nacnopm Ne 428 om 23.09.2019 OKK 000 "TEPOPAPM o

COOTBETCTBYET TPEBOBAHHAM

P N0O03862/02-150918

JIERJIAPALLMSI IPUHSITA HA OCHOBAHHUH
pezucmpayuonnoe  yoocmosepenue P NO03862/02 om 30.06.2009 (oama savenst 18.09.2018) swidano
occu, cepmuthuxam coomsememsus No POCC RU. K58 KOV0S7 oni 17.10.2018, 0o 17.10.2021,

Munzopacom P
Bepumac  Cepmudpuxeinun  Pycs”

Opean  no  cepmucpurayuy CUHCMEM  MeHeONCHenma AQ  "Bopo
(RARU 13DK58). anacumuneckuii nacnopm Ne 428 om 23.09.2019 OKK O0OQ "TEPO®APM”

JIATA INPHHATHSA JAEKJAPALIAN 25.09.2019
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CBEJEHMS O PETUCTPALLUN

OPIrAH IO CEPTHOHRAILINH, JAPEFHCTPUPOBABUHIMA JIEKJIAPALLHIO

Peeucmpayuoniiit novep POCC RU.O00111 DMO3 Opean no cepmugpurayui npodykiun QOO
«Oxpyoicnoit yenmp cepmudbpuraya Cesepo-3anady, aopec . 194156, Poccus, eopoo Cauxm-Ilemepoype.
Ceemnanoscrkuti np., 0.2, oguc 413, ogpuc 503, opuc 305, men/ghaxc. (812) 380-06-34.

JAFEKJIAPALNS O COOTBETCTBHH JAPEIMCTPUPOBAHA N POCC RU JI-RU.PM03.B.16976/19

CPEFHCTRALIMA 25.09.2019
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FEPODAPM

GO0 «TEPQOAPM»

IOpunuyeckuit anpec: 191119, Canr-Metepbypr, yn. 3Beruroposckas, §
Mourosnii agpec: 191144, Canxr-Metepbypr, RerrapHbiit nepeynox, 116, BL| «Hesckas Parywan

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

AHAJIMTUYECKHUH MACIMOPT M 428 Poccus

KOPTEKCHH®, AROPHAMZAT ANS NPUIOTOBIEHHS PacTBOpA A4S BHYTPHMDBIIEHHOTO BBeACHAs, 10 M1

Crpana-npon3soanTen,
Homep perictpanmousoro
YAOCTOBEPEHU:
Ho3npoBKa/akTHBHOCTS:
JlexapcTaennas dpopma:

pB.'S.\I‘E]J H THIT YTIAKOBKH:

Howmep cepuu:

KonnuecTso ynakosok B cepun:

Jara npoussoacrea:

Fozaen no:

[IponzeoanTens rexkapcTBeHHOTO
CPRICTBA (Hazganue u aopec npouzeod-
CIMBEHHOU RIOUAOKY):

Bropuunas ynakoska:

IpousBoacTBeHHas MLTOMAAKA:
IMpousBoacTBeHHAA NHIEH3HA:
3aKTI04EHHE O COOTBETCTBHH NPOH3BO-
JMTENS JIEKAPCTBEHHBIX CPEACTB Tpe-
Gosanuam [IpaBun Haaiexamedt npo-

Poccuiickas ®enepauns
P N003862/02 o1 30.06.2009 .,

Koprerxcnna 10 mr

JAHOGHANIAT DS NPHIOTORICHHS PACTBOPA /I BHYTDHMBILIEYHOIO BBEIe-
HHA

10 5 h1aKOHOB B KOHTYpHYIO AYEHKOBYI0 YIAKOBKY H3 ILIEHKH MOJH)THIIeH-
TepedTaaatioli u Goabru anoMuHReBO, Mo 2 KOHTYPHbIE f4elikoBble yna-
KOBKH € HHCTPYKUMEH 110 NPHMEHEHNIO B IAYKY U3 KapTOHa

2900619

3 581 ynak.

24.06.2019 r.

24.06.2022 r.

000 «'EPO®APM», Poccus, 196158, r. Cankt-Tlerep6ypr, Mockosckoe
mocce, 1. 13, aut, BU, aut. BJI

000 «I'EPO®APM», Poceusi, 142279, Mockoseras 06.1., ropeackoii okpyr
Cepnyxos, paounit nocerok Ofonenck, Tepputopns «Ksapraa A», ctp. N §
000 «'EPO®APM»

Ne 00107-JIC or 25 mions 2019 roaa

Ne GMP-0037-000182/17 o1 21 asrycra 2017 r., npuxas Ne 2832 o1 21.08.2017;
Ne GMP-0037-000184/17 o1 21 aBrycra 2017 r., npuka3z Ne 2833 o1 21.08.2017,
BbL1aHHbIE MUHICTEPCTBOM NpOMBIIACHHOCTH 1 Toproean Poceniickoil ®e-

H3BOICTBEHHON NPAKTHKH:
JefcTBUTEIbHBI 10:

KoHTpo:b NpoBeieH Ha coOTBETCTRHE:

AepauuH.
06 mwons 2020 roaa
P N003862/02-180918

Hanmenosaune noxaszaveaci

TpeSosanns nopmarusuoii gorysentamig

Pesyabraret menmirauni

Ormucanne

Togmmnnposatikil Nopowok win NnepHcTas macca fenore Wiy Oe-
A0TO € KETTORATBIM OTTEHKOM 1IBCTA,

Jlnodurmsnporannsiit nopomok
Benoro ¢ KeITOBATHM OTTEHROM
UBETa

Hozxmunoers:
AL Tlenmigim

B. ApovaTHueckue dMHHOKICIOTH

Ospamupanue pacteopa npenapara s cune-(puoseToBRAl BeT B pHeyT-
CTaiU GHYPETOBOro peakTina,

Y®-cniextp norgouwens PACTROPA niperapara 8 oGIacTi AIHH BOAH OT
250 20 300 1M J0/DKEH HMETH MAKCHMYM NIPH (27526) 1.
Coornouenie ouTHYCCKIX MIOTHOCTER AYrs/A2en HOMKHO GbiTh He Me-
nee 1.0,

Ha xpoMartorpasMe HClLITYEMOro NPEnapata 0mKHD NOSBHTLCH [IHTHO

Hozrsepaena

Jomax =275 um

1.3

B. Dmn H3 YPOBHE [ATHA PACTBOPA CTAHIAPTHOrO 0bpasua rmnpina, {TCX) Coorsercraver
Bpewma pacrsopenns Conepiimoe hiakoHa J0MKHO PACTHOPATECH MPH BCTpaxHBamm B 1-2 | Menee | mum.
M BOIBl A Mubextnii. 0.9 % pacrsopa matpus xaopuaa, 0.5 % pac-
TBOPA NPOKaNHA B TCueRNe He Gortee | MmuH. (Buayanbubill, xporomeTit-
pHYeCKIif)
HpospaunocTs pacraopa Jomaen Spits npospasmsiv, (IO PO, OPC.1.2.1.0007.15) MIpospayeH

setnocTs pacteopa

Okpacka HCOBITYEMOTO PacTROPA He JOTAHA NPEBLELATH 314708 Y4,
(T'D PO, ODC.1,2.1.0006.15. Meton 2)

Buiaepausacr

pH pacteopa

O7 5.0 10 6.6. (pactsop. NpUroToBICHHbHL 18 HCHMTAHNA Ha «Ipo3pau-

6.2

HOCTb», {Hlorenunomerputeckoe OfIpeIeIICHHE, re Po,
O®C.1.2.1.0004.15)
Horeps 5 Macce npu seicymmsaimy | He Gostee 10 %. (TP PO, ODC.1.2.1.0010.15. onocod 1) 4 %
Mexannueckue BrOUCHIS:
- BHARMEIS Jlomacen BbLIEPKMEAT TPEBORANMS L1s NPEAPATOR, npeanaznavenssix | Bauepaunaer
A4 BHYTpUMBILLeYHOrO BBeacHma. (IO PO, 00C.1.4.2.0005.15)
B oanom daaxose:
- HEBHIIHMBIC - CPEMHCE HiC0 HacTHu pa3mepost 10 miow i Sostee e upessimaer 6000; | 56 w./diax.
- CPeAHET YHLI0 HAcTHI: pasMepoM 25 kM it Bosee e npessimaet 600, | 0 w./duak.

(CueTiio-dorometputccxnii, TP PD, ODC.1.4.2.0006.15)

BakrtepuainHbie IHAOTOKCHIB

He Gonee 35 ED/mr. {Teas-tpomB Tect (meton A). IO P,
O®C.1.2.4.0006.15)

Menee 35 ED/ur

AHOM&IsHAA TOKCHYHOCTE

Homxen GuiTs HeTokcHyubM. (1D PO, ODC.1.2.4.0004. 15)

Hetokcuuen

Cmp. 1 w32




Ha mauxe yxa3piBaroT HaMMeHOBaHHe, TOBApHLIN 3Hak, ampec, Tenedon,
dakc mepxaTeEns PEruCTPALMOHHOIO YAOCTOBEPEHHS, TOProBOE HanMe-
HOBaHHE JIEKapCTBEHHOTO NPenapata, NpeTyNpeInTebHYI0 MAPKUPOBKY
®, rpynnMpoBOYHOE HAMMEHOBAHHE, JEKAPCTBEHHYIO (OpMY, KOHue-
CTBO ISHCTBYIOLIErO BEMIECTBA B MT, KOMMUECTBO (LIAKOHOB B TaYke, CO-
c1aB, «CTepiIbHOR, YCIOBHA XPAHEHHA, YCIOBHA OTIYCKa, «XPaHHTL B
HEJIOCTYIIHOM AA N€Tel MeCTe», HOMEP PErHCTPALMOHHOIO YAOCTOBEpE-
HUSA, ITPHXO0BOH kopn, dapmakon. Lpudrom Bpaiing na nasxy wxarocsaT
WHQOPMALMIO «PETHHANAMHKH 5 MI». Ha IMUEBYIO CTOPOHY Ma4yKH Hakie-
HBAKT FOTOrPaMMy.

Ha nauky HaHOCAT CpeAcTBO HASHTHGUKALMY (IBYXMEPHBIN WITPUXOBOM
KOI), W TeKCT, AyOiupyromuii MHOPMAINO, 3aKONHPOBAHHYIO B HEM
(HoMep NMpOU3BOACTBEHHOH CepHH, JaTa HCTCYSHHMA CPOKA TOIHOCTH, HH-
MHBHIOYaNbHLIH CepUIAHBIH HOMep (MPH HATHIHH)).

MapkHpoBKka TpaHCHIOPTHOH Taps! B cootBerctsuy ¢ TOCT 14192-96.
XpaHeHue B sammiieHHOM OT CBETa MeCTE [IPU TEMIIEPATYPE He Bbime 25 °C.

Cpok roxsocTd 3 roma

3AKTIOYEHHE OKK: Jlexapcteerusiii npenapar PETUHATAMMWHY®, mmoduanaar ais 1puroTosaeHus pacTsopa ans BHYTPH-
MBIIIEGHOTO ¥ Mapabymb0apHOro seenenus, 5 mr-cepud 210919 coOTBETCTBYET TPeGOBAHHAM HOPMATHBHOTO JOKyMeHTa JIC-
000684-091118. A ey '

Hauaneruxk OKK 3.0, Bynuna
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