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NEKJAPALIMSI O COOTBETCTBIH

~ JIEKJIAPAHT, NPUHUMAIOIIHHA JIEKJIAPALIMIO O COOTBETCTBUH
- 000 "I HC-PYC"
| 3apeaucmpuposano : Meapaiionnas uncnexyus @HC Ne 46 no 2. Mocxee OT'PH 5077746558160 om
1 12.04.2007
Aopec: 121108, 2. Mockea,ya. Heana Pparko ,6.8.Tene¢ou:8(495}223-01-04,¢arcc:8(4 95)223-01-50
. B auye: I enepanbiblti OUpexmop Duopenvu Tamau
| Jlosepennoe auyo. Bacunenxo M.H., dosepeniocnie P-012 om 07. 06.2017 .

JASIBJISIET, UTO
| hexapcmeenkoe cpedemso: Benakcunt Kancynvi nPOROHZUPOBANHO20 deiicmeun 75 m2 14 wm., ynakoeru
| Aquedikogble KOHMypIble (2), na4ku KapmolHbvie, PV No JICP-000030 om 31.05.2007 (oama 3ameis! 24.05.2017},
- cepus P66P0817, napmus 20000 ynaxo6ox, 200eH 00 01.08.2022, npoussodcmaa 340 "Dapmayegmuyeckuil
sagod ITHC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, k00
OKIIH2 21.20.10.236, o0 TH B3I 3004900002, konmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic Ne
5449630 om 05.12.2017

| COOTBETCTBYET TPEBOBAHUSM

i JICP-000030-240517

. NEKJIAPALIU S [IPUHSTA HA OCHOBAHWUH

| npomoxol wcnormanuti Ne 8316 m om 15.12. 2017 HJ1 000 HI{ "PAPMOBEOPOHA", ammecmam

| axkpeoumayuu POCC RU. 0001.21®JI40, Cepmugpuxam POCC HU. OMO8.C03319 om 15.12.2017

~ Bacunenxo M.1.
®.U.0

PEIUCTPAIIMMA

3 - OPTAHIIO CEPTHOUKAIIUH, 3APETMCTPUPOBABII U JEKJIAPALIHIO

| | RA.RU.11®M08 OPL. “AH 110 CEPTH®HKALIHH ITPOI VKIJHUH OBILECTBO C O PAHHUEHHOH

L OTBETCTBEHHOCTAIO vOKPYXHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanu3ayUU: 105062, Poccus, 2. Mockea, @ypmannsiit NEPEYROK, 10, 1, aopec opzand no
cepmucpuxayuu: 11 5280, Poccus, 2. Mockaa, y1. Macmepxroea, 4 5 men.:(495)788-02-88, seb-caum: OYKK.D.

BAHA N POCC HU. ®dM08./186610

Junenxo U.b.
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3A0 «DapmanesTuyeckuii 3aBOJX Bruc»
1106 - Benrpus, Bymamemt, yn. Kepecrypn 30-38.
Tenedon:(36)-1-803-5554  Tencoaxe :(36)-1-803-5556

Ceprudmxar kauecrpa Ne 5704K/2/2017./NR

HaumenoBanne npenapara: Benakcnn® kancynm NPOJIOHTHPOBAHHOIO AeficTBus 75 Mr 2x14
Cepua Ne: P66P0O817 Jata npoussoacrea; 08.2017.
Homep ananmsa: KGY/2017/6571 Topen no: 08.2022.
Jarta amausa;: 10.11.2017.
Horazameu kauecmaa Honyuenuvie Hopmei:
peiyasmanst;
Onucanue: Coora. rped. Toepawe kenatuhossie xamcymm CONI-SNAP 2, ¢ GecrBeTHEIM,

Moaruwnocts: Coots. Tpeb.
Cpennnas macea n 218,0 Mr
OJHOPOAHOCTE MACCRI COREPHHMOTD
Kancy.: Coots. Tped.
Pacnapaemocrs: 3 muH
Boaa (K. ®uumiep): 1,45 %
Pacreopenne (BXX):
- Yepe3 2 yaca: 192-29%
Xi2=23%
- yepes B yacon: 70 -84 %
Xp=77T%
- yepe3 24 gaca: 95-113%
Xin=104%

Tocroponnue wpamecn (BOXKX):

- 00as eIHHHIHAS [IPHMECE: 0,06 %

- CyMMa rrpuMeceii: 0,09 %
Octarounbic opranmueckue pacreopurens’
X
~ 3TaHoI: MpoITy meH
Mukpoéuosiorudeckas uncroTa’s CooTs. Tpeé.
Koanvecrsennoe onpenenenne:
(Y®-cnextpodoTomeTpra) 84,02 mr/karc.

74,28 mr/kanc.

¥Ynakoska: Coots. Tpef.
Mapkuposka: Coors. Tpeb.

MPO3PaUHEIM KOPHYCOM U KPHIUEYKOW OpamKeBO-KODHYHEBOTO [Bera,
COACPXALAC CMeCh neieT 6El0ro M JKeTroro Heera, 6e3 ujIH NoYTH
Be3 3anaxa.

Y®-cnextp # TCX 10/0kHE GBITE TONOKHTETLHEIMHE,

219,08 mr+ 10 % (ot 197,17 a0 240,98 Mr)

ans 18/20 kancyn: cpennsa macca = 10 %,
1A 2/20 xancyn: cpemsas Macca + 20 %
e Gonee 15 Mun

He Gonee 4,00%
s cramun uensransi Ly L; B pacteop Aomkso NEPEnTH
ki Ly
6/6 kanc. | 12/12 xanc Tepennee .
W5.30% | m. 6. 40% H.6.30%
55 - 80% 45 -~ 90% 55— Bl
TRMB5% | mom 5% H. M. 85%

OT HOMHRATLHONG KOJIMYECTRA ,'leﬁc'l'a}‘wli!{.’[ﬁ BEINCCTRA.

(™a nepecveme na éennagaxcuna 2udpoxAopUd)
He donee 0,1%*
He Bonee 0,5%*

ae Gonee 0,10

Kateropus 3A

8484 Mr£5%

(ot 80,60 no 89,08 mr) sennadaxcuua THAPOXJIOPHAA/KAIICY A, HIH
75.00 +5%

(ot 71,25 no 78,75 Mr) pennadakcHna/ kancyra

B coorseTcTang ¢ HopMaTHBHO# TOKyMeHTalMeElH

B cooteetcTBRY ¢ HOpMATHBHOM JoKyMerTanmeii

‘- Hepezynapnoe ucrwinarue, emnonnsemes ons odnoii €epuu exce200Ho, NOIMOMY, OAHHBITE NOKAIAMENs MOXNCEm Bbimb HE EXAIOYEH &
cepmuguram rkaveemea. Pupma 2apanmupyem xavecnigo no OaHHOMY ROKG3GMENo,
Hepezynspuoe ucnmmanue, evinonnsemen dns nepsoii cepuu exce20040, Oanee OnR kaxcdodi 10-i cepuu, nosmomy dannei
noxasamens Modwem Goime ne GK10YEN 6 Cepmupuram xavecmea. PUPMA 2aPAHMUDYEM KaYECMED 1o QaHHOMY ROKA3AMEnto.

Tponssoautens: 3A0 «DapManesTuueckui 1aBog STHC» 9900, Kepmena, yn.Marsmn kupait 65, Benrpus
Pacopuk, ynakosmuk: 3A0 «PapmanesTugecknii 3asoa ICACH 9900, Kepmena, ya.Matsw kupaii 65, Benrpus
Buinycxkawuit Konrpoas kavectsa: 3A0 «DapmanesTuuecknit 3apon ITHC» 9900, Kepmens, ya.Matam kMpait 65, Benrpua

®upma 3A0 «@apmanesTraeckuii 3apoa ITHCY (Byaanewt — BeHrpus) rapaHTHpyeT, YTO POM3ROACTBO YKA3aHHOO B HACTOANIEM cepTHdHKATE
VIPCNIEPaTa, BKINOSAA €0 YNAKOBKY M KOHIDOIL K2YECTRA, MOJHOCTRI) COOTBETCTBYET TpeGOBAHMAM necTeyommux «llpasan opraumsaimm

TNPOH3BOACTBA H KORTPO/IA KAYCCTRA NEKAPCTBEHHEIX cpeactsyn (cGMP).

DupMa rapaHTHPYeT, YTO Ka4eCTBO YKAIAHHONO B HACTOATIEM cepTH(HKaTe TIpenapara COOTBETCTBYET TpeGOBAHHAM

yTreepxaennoit HIA Ne ICP-000030 - 240517

Képmenn, 14.12.2017. roga

3AD sBapuensernvockni sanog ITH } ?
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