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AEKJIAPATIAS O COOTBETCTBUH

JEKJIAPAHT, IPHHAMAIOIMAA TEKJIAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccua”

Ceedenus o pezucmpayuu opearusayuu: Mexcpationnan uncnexyus Qedepanvroi nanozoeol cayxchv Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OT'PH 19.08.2002.

Aopec: 125009, 2. Mocxkea, yn. Teepckan, 0. 22. Tenedpon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvubiii dupexmop Mouxc O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepenrocms 6/n om 01.12.2017

SASIBJISIET, YTO

nexapcmeennoe cpedcmeo: Jyavxonaxc, mabnemxu noxpsimole KuueyHopacmeopumoii obonouxoii 5 mz 10 wm.,
ynaxoexu Rueiixogvie KoHmypHbuie (3), nauxu kapmonnvie, PY Ne IT N015358/01 om 06.10.2008 (dama 3amens
04.03.2019) emdaro AO "Canogu Poccur", cepun 190723, napmus 2456 ynaxoeox, 200en oo 01.05.2022,
npouseodcmea Lenvgpapm Peiime, @panyus, Delpharm Reims, 10 rue Colonel Charbonneaux, 51100 REIMS,
France, xod OKIIJ2 21.20.10.115, voo TH B3/ 3004900002, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010,
unsoiic Ne 9085347365 om 18.09.2019

COOTBETCTBYET TPEBOBAHHSIM

IT1N015358/01-120110 (H 42-8490-08 usm. Nel-6)

AEKJIAPAIIAA IPHHATA HA OCHOBAHHHA

npomoxon ucnuimanui Ne 29040 om 26.09.2019 H/T OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU 0001.21®J14 0, Cepmugpuxam POCC FR.®PM08.C49479 om 27.09.2019

JIATA HPEHHTHH JAEKJIAPAITHH 27.09.2019

Crenanos C.C.
O.H.O

W;W CBEJEHUS O PETUCTPAIIMHA

OPTAH 10 CEPTHO®HKAITNH, 3APETHCTPAPOBABINHN NEKJIAPAITHIO

RA.RU.11PM08 OPIAH ITO CEPTHOHKAL[HH ITPONYKLUHH OELJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 2opod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pg.

JEKJIAPAITHSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR.DM08.4.38182/19
CTPALINIH 27.09.2019
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DELPHARM

Ceprudukartol Coorsercreuna u AHanusa Reime

Ceptudmrat CoorseTcrama

MpoaykT:

Notpeburensckuit koa/Bepcua
QeiicTeyiollee sewecTso:
ApTukyn Ne:

Cepua/Nor Ne:

Homep cepuu 6anka Ne:

Ne JluueHsun Ha npoussoacTso:

MpoussoacTeeHHan cneundpuKauma:

Tect cneyuduKkauma:
OaTa npoussoacrea:
Cpok rogHocTu:

O6bEém napTum:

Crp.:1
Mevats: 21/08/19

AYNLKONAKC, TABNETKM, NOKPLITBLIE

KULUEYHOPACTBOPMMOM OBONOYKOM SMI

POCCUMACKAR ®EAEPALIMA

HA: M N2015358/01

BAIUCTEP X 30

693903 - 004

EMCAKOAWUN 5 MI/TAB/ETKA

319311

190723

190723

M 15/292

83365_P330A10101

000 1891 843R-01 (26/10/2005)

05 2019

05 2022

48.000 EQ

3aaeneHue o cepTuduKaymm:

Hacroswum yaocTosepaio, 4T0 MHGOPMALMA BbiLe ABNAETCA AOCTOBEPHOM W TOYHOM. 3Ta cepua/napTiua

(anbTepHaTMBHO) NpOM3BEAGHA, BKAKOUAA YNAKOBKY U KOHTPO/Ib KA4ECTBA HA YNOMAHYTOM(-bix)

nnouanke(-ax) 8 NONHOM COOTBETCTBUM ¢ GMP Tpe6OBaHMAMMK NOKANBHbIX PerynaTopHbIx OpraHoB u

cneundukauueit PerucTpaumMoHHoro YAocTosepeHna MMNopTupyioweii cTpaHbl. MpouasoacTso,
YNaKOBKa W aHanu3 cepua/NapTUA (anbTepHaTUBHO) 6biaM NEPECMOTPEHbI U COOTBETCTBYIOT GMP.

NioBbie OTKNOHEHWA OLLEHEHb! A0 BbiNyCKa cepun/naptumn. Cepua/naptua {anbTepHaTHBHO) BLINYIWEHA

OTBETCTBEHHbIM NHULIOM,

OrsetcreeHHoe nuuo: PAWULA Elisabeth 23/Asr/2019

Noanuce

Gelpharn Relas
10 Rue Colonel Charbonneaux
51100 Reims, France



Ceptudukarnl CooTBercTBUA M AHaNU3a

HaumeHoBaHHe NpoayKTa:

OYNbKOJNAKC, TABNETKH, NOKPBITHIE
KULWEYHOPACTBOPUMOM OEON0YKON

5Mr POCCUNCKAA GEOEPALMA
ApTuiyn No: 319311 NotpeGurenbckuii koa/sepcua
Cepus/Nor Ne: 190723
Homep cepum Hanka No: 190723
Tect cneyudukauma: 000 1891 843R-01 (26/10/2005)

NpoussoacteeHHan cneundurayma No: 83365_P330A10101

DELPHMARM
Reims

Crp.2
Hanevarano: 21/08/19

693903-004

fara npon3soacTea: 23.05.2019
Cpok rogHocTi: 05 2022

Tecr Cneuundrkauun PesynabTar
Onucanue Kpyrnsie, 6exeso-wentoro Coorsercrayer
UBeTa, ABOAKO BbINyKNble
TabneTku, NOKpbITLIE CaxapHOiA,
KULWEYHO-PacTBOPUMOiA
o60onouKoi, ¢ poBHOI
6necraweit 6enoit
NOBEPXHOCTLIO U 6enbim AZpom
Pasmepol: aameTp 5,8-6,2 mm 5,9 mm
Pa3mepbi: TONWMHa 3,2-3,8 mm 3,6 mm
CpegHaa macca 95,0 - 105,0 mr 101,3 mr
YcToAuMBOCTL K enyaouHoMy  Yepes 34 nocne onpeaeneHun Cootsetcrayer
COKY HU 0aHa TabneTka He oMKHa
ob6Hapy¥uneaTs npUsHaKos
pacnagaemocTu
Bpema pacnapaemoctn He 6onee 45 muH 22 MUH
23
23
26
27
28
Onpeaenenne LA 96A (TCX) CooteetcrayeT cTaHaapTy Cooreercreyer
OnpeaeneHue LA 96A (BIKX) CoorsetcTayeT ctaHaapTy Cooreercrayer
CopepiaHue akTMBHOro 4,75-5,25 mr/Tab 4,97 mr/1ab
BellecTsa: LA 96A
NocTopoHHKe npumeck: LA 96A  He Bonee 0,8% 0,32%
nonyadup {BIXKX)
NocTopoHHue npumecn: LA96A  He Gonee 0,4% <0,10%
{BIMX)
MocTtopoHHKe npumech: He 6onee 0,2% <0,10%

eANHUYHOM
HengeHTudMUMpOBaHHOR
npumeck (BIXHKX)



Ceptudukarsl CoorsercTBuA U AHanu3a

HanmeHoBanue npoaykTa:

Aptukyn Ng:

Cepua/NoT Ne:

Homep cepuu 6anka No:
TecT cneumdmnrayua:

AYNbKONAKC, TABNETKK, NOKPLITHIE

KHUWEYHOPACTBOPMMOM O60N04KOH

SMI POCCUIACKARA SEAEPAUMA

319311
190723
190723

NotpebuTenbckuii Kog/sepcua

000 1891 843R-01 (26/10/2005)

(pouseoacTeeHHan cneundurauua Ne: 83365_P330A10101

DELPHARD
Relims

Crp.3
Haneuartano: 21/08/19
693903-004

Aarta nponisoacTea: 23.05.2019
Cpok rognocTti: 05 2022

Tecr Cneundukauma PesynbTar
MoctopoHHWe npumecu: cymma  He Gonee 1,3 % 0,32%

Bcex npumeceii (BIXX)

OcratouHbie pacTeoputenu: He 6onee 500 ppm 286 ppm
aLeToH

OcTrato4Hble pacTBopuTeni: He 6onee 10000 ppm 3,824 ppm
aTaHon

OAHOPOAHOCTb A03UPOBAHUA: Tpe6osaHue A (n=10) CoorsercTayer

LA 96A (BIXX) (Eep.®.)

OAHOpPOAHOCTD AO3MPOBaAHUAL

LA 96A (BIXX) (Eep.®.)

MHanBuAayanbHoe 3Ha4yeHue

Tpeboranue A (n=10)

Kputepuii npuemnemoctu
(k=2.4) He ponxeH BbiTh
6onbwe 15.0

MHanBMAYaNbHBbIE 3HAYEHUA'

101,4 100,5 100,2
100,3 100,7 101,5
102,5 99,8 99,7
104,7

3,6

3aMeyaHuA:

OueHka: cooTeeTcTBYeT cneuudukalm

Data aHanuza: 21/08/19

Ne AHanu3za: 381994

Moanuce £.Wagner 21.08.2019 /noanucs/

Kortpone Kayecrsa



