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NEKJIAP 0 COOTBETCTBHH

JEKJIAPAHT, PUHUMAIOLHIA JNEKJIAPAIIHIO O COOTBETCTBHH
& 000 "3rHC-PYC"

| > Mockee 12.04.2007, OTPH 5077746558160, 0ama npuceoeHur OTPH 12.04.2007.

Aopec: 121108, 2. Mocxsa,yn. Heana ®parxo ,0. 8 Teﬂe¢on:8(495)223-01-04,¢axc:8(495}223-01-50
B nuye: I'enepanouolii Oupexmop Ouopenvu Tamau

! . Jlogepenroe nuyo: Sunyenxo H.C., 0osepeHHOCMb P-014 om 14.05.2018 2.

| 3ASIBJIIET, YTO

i NeKapCMBERHOe Cpeocmeo: Bemadun, pacmeop O1A MeCnH020 U HAPYHCHO20 NPUMEHEHUA 10% 120 mn,

| @aaxony! (1), nauxu KapmoOHHbIE, PY Ne IT N015282/03 om 18. 09.2008 (0ama 3ameHbl 25.08.2016), cepus

| 6810N0918, napmus 12350 ynaxo6ok, 200eH do 01.09.2021, npouseodcmsa 340 "dapmayesmuneckui 30800
| OI'HC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, koo OKIT/2

| 21.20.10.158, xe0 TH BOJ 3004900001, xonmpaxm Ne 2018/07/23 om 30.08.2018, uneotic Ne 1300033 om
15.10.2018

. | COOTBETCTBYET TPEBOBAHUAM

‘ | HIT 42-7907-02 uzm. Ne 1 om 18.01.2005, uam. Ne 1 om 12.09.2012, usm. Ne 2,3, 5, 6

| | JEKJIAPAILHS PHHSATA HA OCHOBAHHMH

| npomoxon ucnvimanuii Ne 6750 m om 31 10,2018 HJT 000 HI{ "®APMOBEOPOHA", ammecmam
| axxpeoumayuu POCC RU.0001.21®J140, Cepmucpuxam POCC HU.®M08.C26615 om 01.11.2018

7
A 3unyenko H.C. .
Q‘ MHCb O.HU.0

| CBE/JEHUS O PETHCTPALIAH

| | OPTAH ITIO CEPTH®HUKAIMH, 3APETHCTPUPOBABILI U JJEKJIAPAITUIO

| RA.RU.11®M08 OPTAHIIO CEPTHOHKALIHH IIPOJ VKLHH OBLIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH IJEHTP KOHT, POJTS KAYECTBA",

| aodpec opzarusayuu. 115280, 2. Mockea, yr. Macmepxoéa, d. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 11 5280, POCCHA, 20po0 Mockea, yi. Macmepxoga, 0. 4, am. 3., men.: (495)788-02-88, eeb-
caiim: oykK.pe.

JIEKJIAPALIMA O COOTBETCTBUH 3APETHCTPHPOBAHA M POCC RU A-H U.®M08.A.06093/18

74 Kauau E.B.
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TOANHCh 3aM. PYKOBOAUTENA oC

| Cgedenusn 0 pecucmpayuu Op2aHu3ayUY: MecpationHas UHCNEKYUR DedepanbHoli Han02060% caynctive Ne 46 no |




3A0 «DapManeBTHUeCKHE 3ABOA ITUC»
1106 - Benrpus, Byaanemt ya. KepecTypH 30-38,
Teaedon: (36) -1-803-5554 Tesedaxe: (36)-1-803-3556

Ceprudurar kauecrsa Ne.: 4400K/2018./NR

HauMeHoBAHHE NpENApaTa: Beraauu® pacTBop IH MECTHOTO H HAPYAKHOI0 NPHMEHEHHS 10% 120 mMa

Cepus Ne: 6810N0918 JiarTa NpOHIBOACTEA: 09.2018.
Homep anaiaia: KGY/2018/5514 Toaen po: 09.2021.
Jata anaamMiaz 25.09.2018.
Hoxazame u Kayecmea: Hoayuennvie Tpedosanus:
peIVALManiyvi:
Onucanye npenapara; Coots. Tped. Pacrsop  TeMHO-KOPWYHEBOrO  UBETE,  HO coaeprKatiui
BIBEIICHHBIX HIH OCAKISHHBIX MACTHIL

oA HAROCT:

- BKTHBHLIA HHTPEAHEHT! Coots. Tped. [{peTHan peakius JOMKHA GbiTh NOAOKHTEALHOHA.

- coBoaHelA Hoa! Coors. Tpeb. KanecTpeHHas peaktna Jo1xna Ouits oTpHUATENLHON
KoAH4YeCTBCHHOE COACPARAINE AKT.
HHrpeaHeHta (THTPHMETPHUA) 1,04 /100 mn 0,85 - 1,20 17100 Ma (0,85 - 1,20% (m/0) Aoaa s pacTsope)
pH pacrsopa: 5.3 3,0-6,0
TlnoTHOCTL PacTBOpA: 1,03 r/mn (1,02 - 1,04) r/mxa
OfLem cogepxumoro ynakoskn: 1217 M3 e menee 120,0 M

Mukpobnoaornieckas netorar™”
- of1uee YHCao ap.

MHKPOODPIaHH3IMOB: menee 10/ ue Gonee 107 B 1 r npenapara
- oburee yucno rpubos: menee 10/t wie Gonee 10" 8 1 r npenapara
- Pseudomonas acruginosa: He BLISBIIEHO OTCYTCTBHE B 1 I ipenapara
- Staphylococcus aureus: He BBISBICHO otcytcraue B | r npenapata
Vinakosxa: Coors. Tped. B COOTBETCTSHI ¢ HOPMATHBHOH A0KYMEHTauEH
Mapxuposka: Coors. Tped. B cOOTBCTCTBIN ¢ HOPMATHBHOM 10Ky MEHTALHEH

#5 . Henplmanion NposCOsn KuXcOsl 200 0AR REPEOL cepuu, 3amer dns kaxcooii 10-it cepuu, ROIMOMY JanHbIll ROKUIAMEND
soscen Bbime He BRTIONEH & cepmudhuxam xauecmsa

Hpomsoawrein: JA0 «@apmauesTuuccknii 3280 ITHCH 9900, Kepmena, ya.Marsm wupait 65, Benrpus
Dacosmmk,ynaxosmiuk: : A0 «DapmanesTHICCKHH 3aBOX ICHC» 9900, Kepmen, yr.Maram kupai 65, Benrpns
Branycxkaounit KonTpoak kaveersa: JA0 «apmanesthueckuit 3asoa ITHC» 9900, Kepwen, va.Mayam xupaii 65, Bewpus

Dupva 3A0  «DapMAUCBTHYCCKHE 3280/ SUHC» (Byaatiemrr -~ BeHIPHS) FapasTypyer, WTO (IPOM3BOACTRO YKE3EHHOIG 8 HACTORWEM
cepTHOHKATE NMPENAPaTa, BKMOHAR €O YIAKOBKY H KOHTPOIL KAUECTBA, MOMHOCTBIO COOTBETCTBYET TpefoBanuam JelCTBYIOUIHX «llpassi
OPrEHHZALI IPOUIBOACTRA 3 KOHTPOIS KAUCCTRA ACKAPCTRCHILIX cpeacten (¢GMP).

dupMa rapaHTHpyeT, 4T0 KauecTBO YKA3aHHOTO B HACTOAUICM cepTH(HKATE NPENapara CoOTBETCTBYET TPEDOBAHNAM
3rUC AHJL 2015-2685-RU-01.
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