NEKJAPAIIASI O COOTBETCTBHHA

JEKJIAPAHT, MPHHUMAIOIHHA JEKJAPALIMIO O COOTBETCTBHH

000 "Pycghux"
Ceedenun o pezucmpauu opeanusayun: MexcpauorHas uicnexyua Dedeparvnoii harozoeoii cayxchor Ne 46 no

2 Mocxee 09.02.2009, OT'PH 1097746056430, dama npuceoerus OI'PH 09.02.2009.

Adpec: 123610, 2. Mockea, Kpacnonpecnerckaa nabepesictas, 0. I 2, O/ 3/ MTom 7/6/IAK.
Teneghon:8(495)225-80-01.

B auye: I'enepanvuviii dupexmop Casywxun C.H.

Jlosepennoe nuyo: Cudopoea O.A., dosepennocmy Ne 6-19 om 03.12.2018

3ASABJISIET, UTO

Aexapemeennoe cpedcmeo: Ypopex, kancynot 8 mz 10 wm., ynakosexu sue fixogbie xoHmypuvie (3), nauxku
xapmonnsie, PY Ne JICP-005971/10 om 25.06.2010 (0ama nepeogpopmrenus 22.08.2014) ewidano Pexopoamu
Hpnanous JImd, cepus SF9F96, napmua 38808 ynaxosox, z0den do 01.1 0.2022, npouzeodcmea Pexopdamu
xumuveckan u papmayeemuvecxan undycmpus C.n.A., Hmanua, Recordati Industria Chimica e Farmaceutica
S.p.A., Via M. Civitali 1, IT-20148 Milan, Italy, ko0 OKII/2 21.20.10.174, xod TH B3/] 3004900002,
xowmpaxm Ne 1/2014 om 27.12.2013, unedtic Ne 5933600307 om 14.11.2019

COOTBETCTBYET TPEEOBAHMSM
JICP-005971/10-250610 uzm. Ne 1-13

JEKJIAPAITHS IIPUHSATA HA OCHOBAHUH
npomoxon ucnsimanuii Ne 19-008445 om 27.11.2019 000 "HIJJIC "Buomexnonozus", ammecmam
axxpedumayuu RA.RU.21®M04, Cepmugpuxam POCC IT.®dM08.C56560 om 28.11.2019

JIATA IIPUHSITHS JEKJIAPALTHM 28.11.2019
JENCTBHUTEJILHA 10 01.10.20

77

[ Cunopoea O.A.
nommHch U0
CBEJIEHUS O PETMCTPAIINH

OPT'AH IO CEPTHO®MKAILIUH, 3APETHCTPHPOBABIINA JTEKJTAPAITHIO

RA.RU.110M08 OPTAH I10 CEPTH®HKALIMH ITPOIYKLHH OBLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

AEKJIAPAITUSA O COOTBETCTBHH 3APEI'MCTPHPOBAHA N POCC RU J-IT. PM08.A.47368/19
JIATA PECUCTPALIMH 28.11.2019
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S RECORDATI

Ne konrpons kauectna: 1909515 B

CepruduraT na cepHio

Mpoaykr YPOPEK 8 mr
Kox: 41740500
Hosmep cepuin: SFIr9%6
Crpana-umnoprep: Poceniieras depepanna
Howmep PY: 5971/10
Jloauponka: Cunoaosnn 8 mr
Jlekapereennas dopma: | Kancyau TREPABIC HKENATHHORLIE
Ynakopka: 3 6amcrepa no 10 kancyn B RAPTOHHOIT Mavuke
Jlata npou3IBoIcTRA: 03/10/19
Cpok ronocTi: 10/2022
| Koanuecrso ynakosok: 40468 i

. I poMH3IBOICT BEHIAR NA0IAAKS i Homep ! GMP
[ awnewiun | ceprudmrar
Mponiseicno: PeropaaTi XHMHUCCKAA B (PAPMAUCBTHHECKH ["aM-7872019 | 1T/105/11:2019
{ nuaycrpua Co A Bua Matreo Ynsvranm 1 '
L 20148 Munan, Hranns E
}—S’nasonmm: Pexopaath xusiucckas i dapmanerTiueckas | aM-7872019 IT/105/H/2014
4 miayerpua C.ABua Marreo Ynsuraan |
;‘ 20148 Muaan, Mraang i !
| Koutposih Kauecrsa: Pexopaath XuMuueckas i GapMaucsTinicckis [ aM-78/2019 IT/I05H2010
i unayerpus C.n.A Bua Marreo Ynanrany | ’
20148 Mynan, Mranis i ]
Bsinymeno: Pexopnatit Xumuueckas n dapmauestineckas | aM-78/2019 IT7105/H/2019
wnayetpus C.n.A.Bua Marreo Yupurann ||
20148 Musan, Mranus i

PesybTathl aHANH3OB NPE/ICTABACHB B npHIoKeHHoM Cepmudbuxame ananiza.

Kommentapiu / 3aMeuanms:

Flagtosinmsg e, HT0 RMIICY KA ANIas KipopyManis ap1seres noctopepioll i rounol, Jlanias cepua npenapira Gt
M-|Il_\‘IHCIhL"l!])ﬂH!iiCﬂCl!ﬂ. BRORA VIIROBKY 1 I\‘\)Iﬂpﬂ.ll- Kaueorna, Ha pLuicy K BHIHOM{ LIN ) llpf,illpl!!”!ﬂ(ﬁ.\) AL THOM
coorneternn ¢ Tpebonamtann GMP MeCTILIX PeryARTOPIHLIN OPFANOR 1t CO CHTIUPHEAIIME PCCHCTDAIIONIOT
VAOCTORCPCHUA HMHOPTHPNIOWE T Crpatint.

JLaninae Ho MPOMIROACTRY, YIAKORKS H QHUHC COPII LTI NPOBCPCHLL, YCTUHURICHD WA CCOTRCTUTRRE GMP.

YIONHOMOYEHHOE JTHILO
(c1.51 Jlpexrupa 2001 783/C1)

J-p Hannao Paton

X Jl-p Knayans dpuiionn

Jlata: 31 oxkrabpa 20197

Hactosuusit nepesog;c apranickoro A3LKa Ha pyceknit A3bIK BHINOMA Menekep no kauecTny 000 «Pycdgn

Miuxeesa HO.A. .
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RECORDATI

Cepmudpusam anaanza

| Kontpoar kavectna No 1909515
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Kou: 41740500 (’c'pm'SFOE"Q(\ ODP st ceprd BoCERimKn 201909411

{Ipenapar YPOPEK 8 mr Meto,mka anazina 145 SIL o
Awnani 10.10.2019 Cpox moanoeny 10/2022 Jiara uposrmoaerss O3 1014
Hennnannn Cnenngukanun Fovnvna wivepesus Pervanrad N
Onpcanme Kancyam  ruepase  wemanmomae.  Ocaomn asera, prosep O, | Cosmercrmger
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Paciropenn (8 Tesernie 1S s 2 K0 % Gx :
ConepAane CHIOAN I 2 7,60 < RA40 MI/RANCY 1 780 |
Coaepmanne Cnaoammia =950 < 1050 "% 988
Tiposieen KMD-3241 <15 % i
Thpsasecs KMD-1289 <03 % 0o
Elmtimas senacw b iitnponaiis (ipivece <02 % 0.0
Cyusa npissecei =25 %y [N}
Konrponk yniasomsi YPOPEK 8 ur 30 xancyn Coorme iy e
C¥miee apeano apadiny faxrepuit < 1000 KO {= 10
(TAMC)
L OGIee HHCHO APERKCRIN 1 IACCHERMN TpHOoR < 100 KOQE# <10
(TYMC)
| Eschenchip coh Crievrermtes ot ey icimyer
i
]
|
!
| i |
Hpuaenans ]
C Hauaannkk araeaa KOMTpOIN KAUeCTnAa YHOIHOMOUCHUGE T
| i Jlavens @padionn Cepin & jl-p Knayans dpufonan
| N-p Janmao Paru
OJOBPEHA

DOUINICH, HepxEsGopaue

Lata 30 okvalips 201G

SBOORUC, HEPAIGOP G

Jlara 31 oxradips 2016

Hacrosunii nepenon ¢ anraniickoro a3uika 1a pycekuit 8361k sunoanmaa Meneasep no kadectsy OO0

«Pycdmrn Muxeesa I0.A.
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