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AEKJIAPAITHS O COOTBETCTBHUH

AEKJIAPAHT, IIPUHUMAIOUI AT AEKJAPALTHIO O COOTBETCTBUH

Q00 "Hosapmuc dapua”

Cegeoenun o peeucmpayuu opeanuzayuu: Mexcpaiionnasn uncnexyua Pedeparonor narozooii ciyaiehvr No 46 no
2. Mockee 27.12,.2006, OF'PH 10677617 78083, dama npuceoenun OIPH 27, 12.2006.

Aopec.: 125315, 2. Mockea, Jerunzpadcxuii npocnexm, 9. 72, xopnye 3. Teneghon: 8(495)967-12-70.

B nuye: Tenepansuuiii dupexmop Koareposa H.A. )

Hosepennoe auyo: Tiopun A, B. dosepentocms 6/n om 03.12.18

3ASBJSIET, YTO

Aexapemeenioe cpedcmeo: Borsmapen, ¢ yrnosumopuu pexmansivie 50 Mz 5 wm., ynaxoexu AUEUKOGbIE
Konmypnwie (2), nauku kapmonnse, pez No IT NO13066/01 om 28.09.2011 évioano Hoeapmuc dapua AT
Llseiyapus, cepus ADPKS6 789, napmus 14664 ynaxkoeok, eoden oo 31.08.2022, npoussodcmea Henspaps
fOnunz C.A.C., @panyus, Delpharm Huningue S.4.5., 26 rue de la C hapelle, 68330 Huningue, France xo0

COOTBETCTBVET TPEBOBAHHUSIM

1T NO13066/01-280911 uzm. No 1.3

AEKJIAPALIUAS IIPUHATA HA OCHOBAHUH

npomoxon ucnwimanuii Ne 19-008256 om 25,.11.2019 Q00 "HLIIC "Buomexrnonozus " ammecmam
axkpedumayuu RA.RU.2]1 OM04, Cepmugpuxam POCC FR. ®MII.C 95620 om 25.11.2019

;«uuﬁ-}}gﬁgmum 10 31.08.2022
> ) N \JX_,H__W Tiopun A. B. o
NOANHCH ®.H.0
CBEJIEHMA O PET UCTPALIUU

OPT'AH 110 CEPTHOHUKALMH, 3APED HCTPUPOBABIIHH JEKJIAPALINIO

RA.RU.11DMI11 OPTAH 110 CEPTH®HKALIHH TTPONYKIJHH OBIECTRO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "DOPMAT KA YECTBA", adpec opeanusayuy : | 09428, 2. Mockea, 1-viii Basoscxuii
npoesa, 8. 5, cmp. 1, adpec opzana no cepmudgpurayuu: 129626, 2. Mockea, 1-as Moimuyuncras, 0. 25, mea.
(495) 783-19-08

AEKJAPAIIAS O COOTBETCTBHH 3APECHCTPHPOBAHA Ao POCC RU J-FR.®M11.4.47895/19
AATAPETHCTPALIMH 26.11.2019
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Beigano:
03 «tOnunr Tpogakuin»
26 PYO JIE JIA LIATIEJIb
68330 OHWUHT
Jlnuensus Ha npoussoacTBo Ne:

T M15/363-GMP Ne: 2019/HPF/FR/245

Ceprudukar cepuu

Mpoaykr: BOJILTAPEH 50 mr cynnosuropun No10
Jo3npoBka / AKTHBHOCTB: JHUKJIO®EHAK HATPHUSA 50 MI
JlekapcTBennas gopma: CynnosuTopun

Tun ynakosku: o6nucrep

Pazmep ynaxoskmu: 2x5 wryk

Perucrpaunonnoe yacrosepenne Ne:  PN013066/01

CtpaHa HazHaueHns: Poccwniickas degepauns

[nobansusii MaTepuan Ne: 719047 Cepusi Ne: ADPK86789
JlaTa npousBoacTea: 27-09-2019

Jara Bbinycka: 28-10-2019

Cpok roaHocTH: 31-08-2022

O0nem BeImycKa: 14664.000

HaHHble TeCTOB, TpeGOBAHHS, PE3yILTATEI H 3AKTIOUEHHS TIPHBE/ICHBI B CTEAYIOIIEM CepTH(HKaTe/cepTH(HKATAX:

IMpoaykr: BOJIbTAPEH 50 mr cynnosutopun Nel0

I'noGanbHblii MaTepuan Ne: 719047 Cepua Ne: ADPK86789
JlokanbHsiii MaTepuan Ne: 719047

JaTta Beinycka: 28-10-2019

IpousBoacTBeHHBIIT 06BEKT; «IEJIb®APM FOHHMHI C.A.C.»

MpoaykT: BOJIBTAPEH 50 mr cynnozutopun Nel(

I'no6aneHblii MaTepuan Ne: 851786 Cepus Ne: H6789
JlokanbHBIi MaTepuan Ne: 60035

Jata Beinycka: 28-10-2019

[pousBoacTBeHNBI 06BeKT: «[AEJIbAPM HOHHUHI C.A.C.»
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Bbiaano:

«HOnunr [Npoaakux»

26 PHO J1E JIA LLUATIEJIb
68330 OHWUHID

JIHLIEH3Hs1 HA IPOU3BOACTBO Nu:
M15/363-GMP Ne: 2019/HPF/FR/245

Ceprudukar cepun

Mpoayxk: BOJILTAPEH 50 mr cynmosutopun NelO
I'no6anbublii MmaTepraa Ne: 719047 Cepus Ne: ADPK86789
3akaovenue:

Hactodaumunm YAOCTOBEPAK), UTO JaHHAA HHq)OpMaLlHH NOJAJTMHHA K BEpHA.

Hanuas cepua cosnana / npou3sseeHa, BKIOYAS YIAKOBKY H KOHTPOIb, HA BBILIEYTIOMAHYTOM MeCTe MPOM3BOACTBA B
cooTBeTCTBHH ¢ npasunami GMP jlokanbHOro peryaaTopHoro oprana u crneunguKkauHed perucTpauioHHOro
YIOCTOBEPEHHS HMTIOPTHPYIOLLET CTPaHBI.

HapaGoTka, ynakoBKa M aHaIM3 CepHH COOTBETCTBYIOT TpeboBaHusm GMP.

KommeHTapuii B OTHOLIEHHH KOHTPOTHPYEMBIX XAPAKTEPHCTHK:
He nabmiogaetcsa OTKNOHEHHH B X01€ IPOM3BOACTBA.
CcbLIKa HA OCHOBHOE / KPHTHHECKOE OTKIOHEHHE: HEe IPHMEHHMO.

OTBeTCTBEHHOE JIMLO WIH MPeACTABHTE/ b} Melanie SENN
Jlata n Bpemsi: 28.10.2019 14:11:19
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*YTBepiaAeHO B 3MEKTPOHHOM BHJIE, COT/IACHO CTAHIAPTAM 3/IEKTPOHHON noanucH «Jlenbdapm»



BuigaHo:

@ ) «HOnuur TponakiH»
26 PO JIE JIA LLIATIEJIb

DELPHARM 68330 FOHUHT
2 ol B
Ceprudukar ynakoBku
IMpoaykr: BOJIbTAPEH 50 mr 10 cynnosutopnit
[no6anbHbIi MaTepuan No: 719047 Cepus No: ADPK86789
JlokaneHhbriii MaTepuan Ne: 719047
JaTta npoussoacTea: 27-09-2019
NaTta okoHUAHMA CPOKA FOAHOCTH: 31-08-2022
Jakniouenue:

Hacroswmum yaocrosepsio, uto ganHas CCpni ynakoBaHa B MoJHOM COOTBETCTBHH ¢ npaBuiamMu GMP. [TpoTokosnel

YMaKOBKH CEPHH PACCMOTPEHBI, YCTAHOBAEGHO X COOTRETCTBHE GMP.

OTBeTCTBeHHOE INLO HITH NPeICTABHTEIL: Melanie SENN
Jarta u Bpems: 28.10.2019 14:11:19
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Cepruduxar ananusa

BbiaaHo:

«Onunr [Nponaxim»

26 PO JTE JIA LWIATIETTb
68330 KOHHUHT
DpaHuus

Mpoaykr:

FnoGaneHerii Matepuan Ne:
JlokabHbIH MaTepuaa No:

Jata npousBoacrsa:

HopmaTtusHas nokymenTaums:

Crpana HazHa4eHusn:

JaTa OKOHYAHHA CPOKA FOIHOCTH:

BOJIBTAPEH 50 mr 10 cynnosutopuii

851786
60035

7-09-2019
1

2
31-08-2022

PD-374 H.I+N.1+

PP_3747839_A_R_3+PP3747839003R |

CEpHUA COOTBETCTBYET C

PP3747939003R 1 Tak:ke cooTeTcTRYET

cPP_37478 39_A_R_3
Poccuiickas denepauns

Cepus Ne: H6789

Ananusz Ne 40000275114

TecTbl Cneundukaunu PesyabTaTe!
Onucanne Cynmnosutopun Topreaoo6pasHoii CooteercTByIOT
(opmel ot Genoro o Genoro ¢
KE/ITOBATBLIM OTTEHKOM LIBETA ¢ rIaaKoii
MOBEPXHOCTHIO
Cpennss macca 1.80-220r 1.99r
OHOPOIHOCTE N03UPOBAHHS Cootsercraue TpeGosanuam Esp. . CooTBercTByeT
Pa3mep yacTHI (MMKpOCKOTHS) He Gonee 100 mxm 25 MKM
Bpems nomHoit aedopmaumu He Gonee 20 muu 13 MuH.
PacnagaemocTs He Gonee 30 Mun CoorsercrByer
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Briaano:

«HOnunr [Mpoaakux»

26 PHO IE JIA LLATIEJIb
68330 FOHHUHI

DpaHuus
Cepruduxart ananusa

IMpoaykr: BOJILTAPEH 50 mr 10 cynnozutopuit
I'noGanbHbIA maTepuan No: 851786 Cepus Ne: H6789
JlokanbHbIil maTepuan Ne: 60035
TecThbl Crneundukaunu Pe3yabTaThbl
[MoanunHocTs [AnknodeHak HaTpus CooTBETCTBHE CTAHAAPTY CPAaBHEHHA CooTBercrByeT
meronom BOXKX
[TocToponnune npumecu GP45828 He donee 0.2% <0.1%
[Toctoponuue npumeck GP49000 He Gonee 0.2% <0.1%
[TocToponHue npumecn GP49002 He 6onee 0.2% <0.1%
[TocTopoHHHE MPHUMECH He Gonee 0.2% <0.1%
HeUIeHTH(ULIHPOBaHHAA eTHHHYHAA
NpHMeECh
[Toctoponnue npumecn Cymma He 6onee 1.0% <0.1%
npumecei
[MoamunHoCTE [IMKN0(eHaK HATPHS CoOTRETCTBYET CTAHAAPTY CPABHEHUS CooTsercrayer
METOA0M Y
KonuvecteeHHOE onpenenexue 95,0-105.0 % 99.9%
Juknodenaka HaTpus MeTOA0M
B3XKX
3akaveHne

Cepus cooTBeTCTBYET KOHTPONLHOI Npoleaype. HacToslukm yaocToBepsieM, 4TO 1aHHaA Cepus
NpOM3BEIEHA H NPOKOHTPO/IMPOBAHA B COOTBETCTBHH ¢ npasuiamu GMP 1 TpeGosaunsmu,
NPeabABIAEMbIMH /ISl PA3PELLEHNs Pa3MeLieH|s Ha PhIHKE.

OTBeTCTBEHHOE THII0 WK NPEACTABHTE/Ib: Melanie SENN
JlaTa u Bpems: 28.10.2019 14:11:19
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*YTBep#/IEHO B 3MEKTPOHHOM BUIE, COTTIACHO CTAHIAPTAM IEKTPOHHOI NoanucH «Jlenb(apm»



