NEKJAPALIMA O COOTBETCTBUU

JEKJAPABT, PHHUMATOTMI TEKIAPATIHIO O COOTBETCTBHH

240 "Papm@upma "Comexc”

3apezucmpuposara : Ynpasnenue MHC Pocenu no 2. Mocree OFPH 1027700104960 om 06.08.2002
Adpec:141343, Mockosckan o6r., Cepzueeo-Ilocadexuii MYRUUAQIBHbIT PATIOH, CEAbCKOE NOCenenue
Bepesusxoecxoe, noc bemimxoso, o 11

B auye:Tenepasnutil Oupexmop Aypx B.P.

Joeepennoe nujo; CMOAH JLH.

loepennocms: Me1274 om 09.01.201 7e.

3ASIBJIET, UTO

REKAPCMEEHHOE CPEOCINGO: Llepemon, pacmeop OAA GHYMPUEENHOZO U SHYMPUM BILEYHO20 B6C0CHUS 250 r2/ma
4 ma, avnyast (3), YNAKOEKU AUENKOGHIE KOHNIYPRLIC (1), rauxu kapmounsie, pez N2 JC-002652 om 21.09.2011
(npunooiceriue x PY om 03.04.2012) emdano 340 "PapruPupma "Comexc”, cepus 110517, napmus 6981 8
yraKogox, eooen 0o 01 05,2022, npouzeodcmsa 340 "@apmPupra “Comerc”, Poccua, 141345, Mockosckaa
o6n., Cepaueso-llocadcruti MYHUYUNATbIbIT PATION, CEALCKOE NOCEIENUE Bepesuaxosckoe, noc. beauxogo, 0.10,

3.11, 0.12, xod OKIIJ[2 21.20.10.239

COOTBETCTRBYET TPEBOBAHMSM

JC-002652-210911 uzm. Ne 1-4

JEKJTAPAITHST ITPHHATA HA OCHOBAHWH

npontoxoa uchsimanui M 1455/3 om 31.05.2017 HI QOO "Konmpoanho-aHaTimuuecras aaBopamopus
BAPMAHAIIH3", ammecmanm arkpeoumaiyins POCC RU.0001.210M12, Cepmupuxam POCC

RU.OMI1.C52360 om 31.05.2017

CAPTIEOLTTIA [IDULAPALINV 31.05 2017
PALSL AERC TBUTEIBHA 10 07.05.2022
Rot
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CBEJIEHHA O PETHCTPALIMN

OPTAH 110 CEPTHOHUKAIIHH, 3APECHCTPUPOBABIIHI AEKIAPALIIIO

RA.RU 11®M11 OPTAH 10 CEPTHOHKALHH IPOUVKIHH OBHIECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "0OPMAT KAYECTBA”, adpec opeanusayuy : 109428, 2. Mocksa, [-wiit Bazoecxuil
npoesd, 0. 5, emp. 1, men.: (499) 170-38-10, adpec opaana no cepmucurayi: 127282, 2. Moexea, yn.

Yepmanckaa, 0. 2, cmp. 7
n 27
ALKJIAPAHIIL O COOTBETCTBUAH 3APEFHCTPUPOBAHA ¢ POCC RU.®MI11./186339
JIATA PET

PEFHCTPAIVH 371.05.2017

Opyxxoe H.B.
3an. PYKOBOAHTENS Oprana




TBETCTBW}I

N POCCR ®M11,C52360

_31;(3_‘5@01"7;_'-" ST, B cawee

Ne 0075763
OPTAH ITO CEPTUOHKAIITUH
RA.RU. @M1 OPIAH [TO CEPTHOHKAIIHH 11POJTYKLUHH OB[HECTBO C OTPAHHYEITHOH
OTBETCTBEHHOCTBIO "POPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mocksa, [-viii Bazogexuil
npoesd, 0. 5, emp. 1, adpec opeana no cepmupuxayuu: 127282, 2. Mockaa, yn. Hepmanckan, 9.2, cmp. 7

kn27
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Prinuka Cpox Aeﬂcmngu c:

[IPOAYKIINSA S

Jlexapemeennoe cpedcmeo: Llepemon, pacmeop 018 6Hympueerino2o u BHympUMbIue iio20 66e0eHUA [Mkon A OK

250 s2/mn 4 mn, amnyast (3), ynaxoexu aveiixosvie Konmypruie (1), nauku kapmotsie, |

pez Ne JIC-002652 om 21.09.2011 (npusoxcenue x PY om 03.04.2012) evioano 340 "PapuPupma ' OK 034-2014 (KI]ECJ
"Comerc", ! 2008) (OKTIZ2):
cepus 110517, napmua 69818 ynaxosox, 200ex 00 01.05.2022 i 21.20.10.239

COOTBETCTBYET TPEBOBAHHMAM HOPMATHBHBIX AOKYMEHTOB N

JIC-002652-210911 uzm. Ne 1-4 . : KOA A TH B3A
!

H3TOTOBUTEAD

340 "®apra®upma "Comexc”, 141345, Mocxoeckasn o6n., Cepeueso-Tlocadcxuti Mynupunanpibtii pation, ceibckoe noceteite
Bepeznaxosckoe, noc. Benukoso, 0.10, 0.11, 0.12, Poccus

CEPTUOHKAT BbIAAH
340 "PapuPupma "Comerc”,
HHH : 7715240941 , Aopec : 141343, Mockosckas obn., Cepaueso-Ilocadcxkuti MynuyunansHbiii paiiow, celibekoe hoceaeliue

Bepesunicoackoe, noc beauxogo, 0. 11,

HA OCHOBAHNWK
nacnopm npoussodumens 409 om 26.05.2017, npomoxon ucnesmanuii Ne 1455/3 om 31.05.2017 HIT 00O "Kowmponsiio-

ananumuvecxkas aabopamopus PAPMAHAIIN3", ammecmam axkpedumayun POCC RU.0001.21OMI2

AOITOAHHUTEABHAS MHQOPMAILTMA
Cxenta cepmudpuxaynu 6c.

,E{pymcoa H.B.

uuuumanu d)awmvsﬂ

f{nxaqeaa H.B.
27 mMUMArLL GaMuIuA

_BAHHIO I’I METPOJIOI’HI/I-  CH




2 M

3aKpbITOE AKIHOHEPHOC 001IeCTBO «®apm®@upma«C

(Oren KOHTPOJA KaUeCTsa

OTERCY

141345, Poccus, Mocko6ckas odracms, Cepetieso
cennckoe nocenenue bepestakosckoe, noc.

Benuxoso,

Ten./gpaxc: /495/ 956-29-30; /495/ 737-35-71
ODACIIOPT Ne 409 ot 26.05.2017 r.

-Ilocadcxuii Mymugunanhub:zi PatioH,

o. 11

TIPOAYKT Tleperon

TTEKAPCTBEHHASI ®OPMA n | Pacteop An4 BHYTPUBEHHOTO H BHYTPHMBILUEYHOrO BBECHH 250 mr/m,
®OPMA BLIITYCKA ammysibl 4 Ma N 3

OHUPMA H3I'OTOBHTEJID 3A0 «Dapm®upma «Cotexey, Poccus ..
CEPHUA 110517
OB BLEM CEPUH 69 818 ynax.

JATA M3TOTOBJEHHSI 05.2017 r.

rOJAEH 10 05.2022r.

CPOK I'OJJTHOCTH 5 net i
yCJI0OBUS XPAHEHUSL B 3alMuICIHOM OT CBCTA MECTE NpH temnepaType He Bbime 25°C. J:
PETMCTPALIMOHHOE ,

VIOCTOBEPEHIIE 7IC-002652 o7 21.09.2011 1~ i
e IIPOBEJEHDBI N0 | yrc 002652-210911, Mam. Ne 1,2, 3, 4.

} Hannenosanne mokAasaTese

Tpedopannst OCII

Pe3yabTarThl aaJH3a

[Tpo3pauHas GeclipeTHas

QIIMCAHME IpospauHas GeclBeTHAS KUAKOCTD
JKHAKOCTh
WOI{J’IHHHOCTB Bpema yaepuBaniisi OCHOBHOTO MUKa
. HA XPOMATOrPAMME HCTIBITYEMOTO l
B3OXX pacTBOPa JOSDKHO COOTBETCTBOBATL
BpEMCHH YACIKHBAHHSA THKa XONHHA
ansb(ocuepara Ha XpoMaTorpamMme TToAMHHHOCTD NOATBEPKIICHA
| pacTBOpa CTaHxaprTHOro obpasua (CO)
xonuxa amkdocliepaTa noauriHapaTa
(pazgen «KomuuccTBCHHOC
oripejie/ICHHUE)
TlaTHo Ha xpoMaTorpamme b mpenapara
TCX (20 MKT) AOMKHO HAXOJUTEC Ha
YpOBHE NATHA HA XpOMATOrpaMme Cco1 0
xonuua ansdocuepara ruapara (20 OMIMHHOCTh MOATBEPAACHE
mir) (pasaen «Tlocropornue
NpUMECH))
IPO3PAYHOCTD TIpenapar A0NKeH ObITE NPO3PAtHEIM [Mpo3pauHblil |
NBETHOCTD Tpenapar gonxeH ObITh GECHBETHBIM BecuseTHbIf
pH Or 5,5 10 7,0 16,5
MEXAHUYECKHE
BEKJIIOYEHUS uacTa/aMnynas
- BHAHMbIE HEBOOPYKECHHBIM B cooTBeTcTBIM ¢ TPeGOBAHHAMH
ri1a3oM PJ{ 42-501-98, Mam. Nel Coopuercrmyial
- HeBH/IHMbIE HEBOOPYKeHHBIM UacTHus! = 10 Mxm — He Gonee 6000; 6
riazoM > 25 mxm — He Gonee 600 0
OCTOPOHHHUE IIPUMECH, %
- eJ\MHHYHAS PUMECD He Gonee 2 He oGHapy>xeHa
- cymma rnpumeceit He Gonee 4 He ofHapyskeHbl




HU3BJIEKAEMEIA OBBEM, ma | He menee 4,0 4,1
BAKTEPHAJILHEIE ~

SHIOTOKCHHD, E3/xr He Gonee 0,35 Menee 0,012
CTEPHIALHOCTDL Homiken OpITh CTEPHABHBIM Crepunbimstii
KOJMYECTBEHHOE

OIPEJEJIEHUE Ot 0,2375 10 0,2625 0,2447

xonuna ansdocuepara, r/mi

[To 4 mn B ammynst BeclBeTHOroO
HeifrpansHoro crexna Tum I mo Eur,
Pharm. ¢ uBETHBIM KOJILOM pazioMa
WM ¢ LBETHOH TOYKOHA W Haceukoil no
ISO 9187. Ha amMnynst JIONIONHHTENLHO
H2HOCAT O/IHO, ABA MM TPH LBETHHIX
KOJIbLIA H/HH ABYXMEPHBIR LUTPHX-KO,
H/WiH 6YKBEHHO-LMDPORYIO KOTHPOBKY
Wi Ge3 JONOMHUTENBHBIX HBETHLIX
KOJIell, ABYXMCPHOTO WITPHX~-KOMA,
OykBeHHO-LMdPOBOIT KOAHPORKH.

ITo 4 ma B ammmynsr GecligeTiioro
HEHTpATKHOro ctexna THI I no
Eur. Pharm. ¢ xenToit Toukoii u
Haceuxoi no ISO 9187 u c
ROTOTHUTENBHBIM KENTHIM
MACHTHOHKAIIHOHHEIM KOJIbLOM.,
Ha kaxnayio amnyy Hakieena
CaMOKJIESILAACH STHKETKA.
3 aMmynbl HOMElIeHbi &

KOHTYPHYIO S4EHKORYIO
YTIAKOBKY M3 IJIEHKH

YIIAKOBKA Ha kaykmy1o aMImy 1y HaKJIEHBaIOT MONTUBHHUNXNOPHAHONA M
CAMOKJIEANIYIOCT 3THKETKY. IIEHKH NOJHMMEDHOHH,
[To 3 unu 5 amMnyn noMemaroT B 1 KOHTYpHA# gueiikonas
KOHTYPHYIO AUCHKOBYIO YIIAKOBKY M3 YNaKoBKa BMeCTe ¢
IUIEHKH TTOTHEHHUIXJIOPHAHOH | MHCTPYKIHE N0 NpHMEHEHHIO
(honery anOMUHHEBON WK IITEHKU MOMELIEHA B MAYKY M3 KAPTOHA.
nonuMepHoit, unu 6e3 doasru 1
IVIEHKH,
Mo 1 ynu 2 KOHTYpHBIE AUEHKORbIC
YIMAKOBKH BMECTE ¢ MHCTPYKLMEH no
NPUMEHEHHIO TIOMEINAIOT B MAaYKy M3
KapToHa.

MAPKHPOBKA B cootretcTeim ¢ TpeGosanuamu OCI1 | CooTsercTnyer

3axmovenue: npenapar «Lleperon® pacTeop pas BHYTPHBCHHOTO H BHYTPHMBIIIEUHOTO

sBeennst 250 Mr/Ma» B ammynax 4 ma N 3, cepus 110517, npomssenenustt 3A0 «Papmdupma
«Cotexc», Poccus, cooTsererByer TpeGoBanmsm ®CIT JIC-002652-210911, Wsm.
MPHIOAEH [UIA Henonb3oBaHus ao 05.2022 r,

Havaapnuk OKK
3A0 «BapmPupma «CoTeren
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