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PASPEIIEHHE HA BbIITYCK
JIEKAPCTBEHHOI'O CPEJICTBA B OFPAILIEHUE

Ne 28721

Toprosoe nanmenonanne JexapeTnenio-
0 cpeIcTBa, Aexapersennas gopma, ao-
3upoBKAR, hopMa BLINYCKA

Hampus xaopud, pacmeopumens dan npuzomosnenus Aexap-
cmaennvix hopm Onn unvexyuii 0,9% 5 mn, amnymw (10), xo-
pobixu kapmonnvie

Mexaynaponoe HENATEHTOBAHHOE Hampus xaopud

HAHMEHOBaNNE (rPYNNHPOBOYHOE WIH

XHMHYECKOE)

Homep cepan 511220 B
OGunem cepun 12600 yn.

JlaTa npow3soacTaa 12.2020

Cpoxk roanocTn Toden 00 12.2025

Homep perneTpannonioro yiocrosepe- JIC-002680 om 26,12.201 1

HHH H IATA PErHCTPALMYT Hama samenw 28.11.2017

Hanmenosanue n agpec pepxarens (sjia-
JeIbI14) PErHCTPAIHOMHOTO YI0CTOBEpe-
HHH

Omkpeimoe axyuonepnoe obujecmao
«JATIEXHMDAPM» (OAQ «JATTAXHM®APMb),
Poccun, 680001, Xabaposckuii xpati, 2. Xab6aposck,
ya. Tawxenmexan, 22

Homep nopMaTuBnoil JoKymMenTanun

JIC-002680-281117,
um, N |

Iponiseaeno,
aapec NPOHIBOACTBCHHOMN IIoOmanKn

Omkpoimoe axyuoneproe obujecmaso
«AASTBXHM®PAPM» (OAO o« JTAJTBXHM®A PM>»),
680001, Xabaposcxuii kpail, 2. Xabaposcx,
yn. Tawxenmexan, 22

¥Ynaxosano,
a/ipec NPONIBOACTBENIOH NIOAIKH

Omxpwmoe axyuonepnoe obiyecmao
«JAJIBXHMPAP My (OAQ «JASTEXHM®PAPM)),
680001, Xabaposcxwil kpail, 2. Xabaposc,
yn. Tawwenmexan, 22

Bumnyckaomuit konrpoas kavecrsa,
A7pec NPOMIBOACTBEHNOMN MIoMALKH

Omxpuimoe axyuoneproe obujecmao
e AATTLXHM®PAP My (OAO «TATIBXHMDAP M),
680001, Xabaposcxwii kpail, &. Xabapoacx,

yn. Tawuxenmexas, 22

Homep nacnopra, 1aTA BRAAYN

M 51/4907-20 om 31.12.2020

JInuensna na ocymecTBaeHHe NPOHIBOA-
CTBA JICKADCTBEHHLIX CPEACTB

M 00077-JIC om 19 cenmatpa 2019 200a

Ceprudurarsi

A

cepmugbuxamut coomaememaus Kaw,

6 CHCTEME CEPTHOHKALHH PYCCKOIO PETHCTPA

Mo 19.2176.026, 19.2176.026/1, cpox deiicmeun 0o 15.11.2022 2.;
cepmuthuxam coomeemcmeus 6 Cuememe dobposorsroni cepmubu-
Kayuu cucmem smenedxcsenma «CEPT-OCM» AO « BHHHC»

M OCM RU.04-C 21-160, cpox deiicmeun do 29.05.2022 2,

Hacrosumm 8 noaTeepkaio, YTO NPHBEACHHAS BHILE MHQOPMALIHS ABASETCH JAOCTOBEPHOH K TOUHOH,
/annan cepun npowssenena n ynaxosana na OAO «IAJIbXHUM®APM» 4 Ha 0CHOBAKHH TOrO, HTO:
* CepHa MPOH3IBE/CHA B COOTBETCTBHH ¢ AeHcTyowmmu [MpaBunamMyu HaANEkKalleH nNpOM3BOACTBEH-
HOM NpPaKTHKM, HUEHIKEH HA NPOH3IBOACTBO JIEKAPCTECHHBIX CPEICTE M TpeGoBAHMAMM KOHTPOUIs
Ka4ecTBa ICKapCTBeHHbIX CPEACTB;
* CepHA oTpeMaeT TPeGOBAHHAM PErHCTPALMOHHOTO A0CKHE,
* MOKYMCHTAUHA NO JaHHOR cepuH npomna NpoBepKy Ha NOAHOTY H AOCTOBEPHOCTL W Gbina yraep-
AKIACHA NTHLIAMH, OTBETCTBEHHLIMH 22 [POH3IBOACTBO W KOHTPOJIb KA4eCcTBa
paipewena K estnycky na meppumopuu Poccuiickoii @edepayuu

11.01.202]

(anTa)

(®HO) (nojghlincs)
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OAD WAJBXHMDAPM»

Haumenonanmue npenapara no HJ|

INACHOPT Ne_51/4907-20_

Homep cepun (uaprun)

Toaen ao

511220

mm“ﬂlll 2
crpasius |

Harpus XJIOPH], pactsopuTens ann

BPHIOTOBACHNA ACKAPCTHEHUBIX GopM ann unnexunit 0,9%-5ma Nel0

1225

Koauwecrso npoayxunn n cepun
(xry wr. 1 TA.)
Jara nponanoacTaa

Ananus sbinoanen no

12 600 yn.

1220

JIC-002680 ~ 281117, uam. Nal, I'® XIV

(nanmenosaune u nomep E{E)

KavecTso npenapata rapanTipoBaHo B TEMCHHE CPOKA FORHOCTH NPH cOBRIONEHHM YCnoBHil XpaHEHHA B COOTBETCTRHM C
NpEANHCANHEM B HEPACKPWTON OpHrHHANLHOA Yiakoske,

N Haumenosanue HI ua mevonst Menni- PesyasTats
n/n noxkalavened TpeSonaunn HA Tanmil HenbITaNMKA
1. | Onscanune [Ipoapaunan GecuneTnan JIC-002680-281117 [poapaunan Gec-
WHAKOCTS UBETHER XHa-
KOCTh
1. | Moaanumnocts re Xiil, Moarsepxaens
Kivectsmums puanen @) |  ooc132000L18
3. | Npolpaunocts ro Xii, Mpospasnsiit
Mpsomn Somuppemin | oociatastnas
e [—— Homxen GoiTe GecuseTibim 00(?::3:!‘.-'.;.“«1 5 RomhnT.
e Xin,
S |pH 50-7,0 O®C.1.2.1.0004.15 6,11
MOTEHLHOMETPHUECKHA
L S 8,6 - 9,4 ur/ma JIC-002680-281117 9,0 mr/ma
nenne
% Homken BuiaepRHBATS re xiv, Crepunsuniii
Crepuasnoers uenwTanng ODC.1.2.4.0003.15 | on. o SFFY
B. | BakTepuansusic P re xiv, Menee #¢¢ E/mn
3 KCHEB e o 09C.1.2.4, 15 an M
9. | Monmexmemuint obném He mence 5,0 ma .- p R 5,0 ma
XRMBK-aHBANTHK : «l8» 13 2020r
(Pasiising) (noanucs) (aava)
Havanunuk  muxpod Cychkona i M 4 2000¢
rudeckolt asbopaTopun ($avunn) irlanucs) )
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CTpanmus I

DAPATE B MA, HOMEP CEPMR, CPOK FOANO-
cTH.

Ha Jrwxerce-Oanaepoau: naumenosssne
BREANPRRTHR-WIFOTOSNTEAR # €D TOBAP-
WL INRK, CTPANY MPOINDOACTRA, AAPEE 1
Tenedon/dare npeAnpuATIR-

" TeAR, P

aex paTS, rpy TS
HOBAWNE, AeK. m KURLEHTPARUIO,
COCTAB. 00beEM NPENAPATE D MA, KOIHYE-
CTRO amnyn m ynaxosxe, «Crepuanion,
«XpaNNTE § MEAOCTYRUOM AAW AeTeR
MECTER, Y

oTnyexa, Mﬂ'pmunul -mp.
airputosoll kot «Cnocol npumcnenna:
CHOTPN WECTPYKUMIO DO MEAMUNNCKOMY
RPUMEHENNION,

JlOMyeKaeTCn HOMEP CEPITU M CPOK raaND-
CTH HANOCHTE We BYOPsinyw (norvpeln-
TEALCKYN) YIAKOBKY B DUAC Peabt@nmix
OTTHCKOB AN METOMOM EXATH,

Mpw lm!nnnu-nu HANOCHTER CPeACTsa

unnuNouNMA IuK). .-

.n'?a lmhm"m"“! - TpeGosanun Hl Hﬂc::‘“m-“' m“m Petyawrarsi nenbiranuh
10. | Branmsie mexa- "Tle Gonee 9 w IS wryk amnya win ro X1l
HuMeeKHe e Ganee 23 wy 630wy asnyn 142, 1 15 s
r.*o X,
Hesmaumsie me-
Haeruu 2 10 wicw - we Ganee 6000/am, 326/amn.
XaHNYECKHE 0®C.1.4.2.0006.15
fopope iy Hacrmu 2 25 micm - we Ganee 600/amn, d/amn,

11, Ynaxosks 1o § wn s aunyas Tan B nelirpaasuoro o § ma 8 amnyas Tun [ welirpais-
crean W Tn UM wefvpaasuore JIC-002680- 281117 | woro crewas e vouxoll uagroms. [o 10
erewcan. [lo 10 amnya watecte ¢ mucTpyx- aMnys -m [ unpnn-ﬂ 0o upu-
usell 00 NpRMENENHIO B BOMOM ANN P . Ko
BOKPRTHA AMIYA WAN CKRpHGUKATOPOM polixs l'r.uﬂu FTHKETROA-
AMnyAshsn 8 kopoliy kapronnymw. Ko- Gxnaepoasio.
polxy  oraewsamor ITHKeTRoll-

Ganaeponsio.

Tiph WCROAMIOBARAN AMDYA € TONKRMM
NALIOME KA KOdmaun cxspadukatop
my.unul Han nur anm -mpunl

12. Mapxupoaka | Ha nnymnm nmm Ha asnyae: Toprosot wanmenomanse
NPENAPATR, KOMMEHTPAUNIO, O0bem npe- JIC-002680- 281117 | Aex. NPENApATA, KonueHTpauns, obrem

NPEnspaT 3 M4, WOMEP cepum. cpox
rORNOETH,
Hs yrueer
HHE MPEANPHRTHR-WIFOTODKTEIR W Er0
ToREpHRil JHAK, CTPRA NPONIBOICTDA.
mapec o Tened
WIOTORNTENR, 'nptun LT re—
Aex.npenapaTa, TPYNIRPOBOAHOE
HANMEROBANNE, NEK. GOPMAE, KommEn-
TPaunR, cocTan, ofnem npenspara & Ma,
BO AMAYA B ¥ wCre-
PRIRHOR, sXPENNTE B HEAGCTYRMROM ANR
ACTER MECTER, YCAOBMN KPAHCINS, YC/I0-

npAMeEEnnn:
CHMOTPM HICTDPYKUNIO O MEAHIHWEKOMY
npMMEn el O,

Xpanenne

B 31uMuienOM OT CBCTA MECTE IPH TEMIEPATYpE He Bhitue 25°C.

Kontpoasnsiit macrep

(ﬂmnn}

S AR——

Jakmosenne OKK: «Hatpns xaopia pacrsopnrens as APHTOTOBNERHA JEKAPCTBEHIDIX HOPM

ans nusexunit 0,9% - S ma Mo 10» cepun 511220 cooTeeTcTayeT Tpebobannam

JIC-002680-281117, nam. Mel; F'® XIV

($aruann)

L

{7 2 2020¢

uvﬁm

Page 3/3

(aaTa)




«CBefieHnA o0 BBOAE B rPaXaaHCKuin 050poT B Poccuinckoim defepaunmn NneKapcTBEHHbIX
CpencTB No coCcToAHUIO Ha 14.09.2021 12:50»

Opranusanus,
JHara BHecenus B Iponssogurens Homep Homep, nara
Crenenus 0 cragHax Hopwmarusuas BbINYCTHBILAS B
AHC Toprosoe nanmenosanne (BBIMYCKAKOLIH Crpauna i - mm— Ay cepHH, pa3speiieHns Ha
Pocanpasuamopa KOHTPOJIb) POM3ROL s N P mhm napTHH HJII
Hatpusa xnopua: pacteoputens
1S IPHPOTORNECHHS )
0OAO JIC-002680-281117,
o JICKAPCTBEHHBIX hopM st 0OAO i W e 0OAO 99 R
1LOLAR uHbeknni 0.9% 1 mr. (5 mn), "NIAJIbXHM®APM" diaa. vm.”.._v.__wvm:??v.bvg ’ ﬂm._,mg_wwhumfobm_ 17 "Nanexumcpapm” S11220

amnysi (10), kopoOku
KapTOHHblE/ ~




