AEKJIAPAITAST O COOTBETCTBHUHA

AEKJAPAHT, MPUHAMAIOLLWI JEKJIAPALIHIO O COOTBETCTBUU

000 "POMDAPMA"

Csedenun o pezucmpayuu opeanuzayuu: Mesicpationnan uncnexyus dedepansiorti nanozosoti cmpictel Ne 46 no
2 Mockse 01.01.2008, OI'PH 1037700128806, dama npuceoerus OIPH 04.02.2003.

Adpec: 121596, 2. Mockaa,yn. TopGynosa, 9. 2, cmp. 204, Teneghon:8(495)269-00-39

B nuye: T'enepanvruiit dupexmop Lluxos TJI.

Hosepenroe majo: Xopuna O.B., dosepennocms Nel om 09,01,2019 2.

3ASIBJIET, YTO

Kexapemsentoe cpedcmeo: Jyonpocm, kannu znasuvie 2.5 ma, cnaxonvi-xanensriyel (1), nauku xapmonnere,
PY Ne JITT-002006 om 19.02.2013 (dama samens: PY 03.04.201 8), cepua 1916871, napmus 18229 ynaxosox,
2ooen 0o 01.09.2022, npoussodcmea K. O.Pomdbapm Komnanu C.PJL, Pymoinua, yn. Epounop 14, Omonens,
075100, xod OKII2 21.20.10.261, kod TH B3 3004390001, kormpaxmNe 013-2012 om 20.01.2012, unsoiic
Ne 0000006918 om 17.10.2019 e

COOTBETCTBYET TPEEOBAHUAM It

JIT 002006-190213 uam. Ne 1

JEKJIAPATIUSI IPUHSITA HA OCHOBAHHAU

npomokon ucnvimanui Ne H19-04895 om 01.11.2019 000 "HLIJIC "Buomexnonozus " ammecmam
axxpeoumayiu RA.RU.21 BMO4, Cepmughuram POCC RO.PMI5.C89500 om 05.11.2019

JATA IPUHSITHS NEKJIAPAITAHA /1.71.2019
JEKJIAPATIVISI JEACTBHTEBLHA JIO 0. 08,2022
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& - Xopuna O.B.

no, b = QU0
CBEJEHUS1 O PETUCTPAITINA

OPI'AH IIO CEPTHOHKAIINHY, SAPEI'MCTPHPOBABIIHMIA JEKJIAPAIIHIO

POCC RU.0001.119M15 OPTAH IO CEPTHOHKALIHH ITPOIT. YKUHH OBIJECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTHIO "OKPYIKHOH LEHTP KOHTPOJIT KAYECTRA i

adpec opeanusapuu: 115280, 2. Mocksa, yn. Macmepkosa, 0. 4, sm. 5, nam. I, xom. 1 ., Gopec opaana ho
cepmucpurayuu: 143581, Mockosckas obnacmy, Hempunckuii paiion, dep. Jlewwoeo, 8. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 6eb-catim: oyrk.pep.
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Tel: +4 (0213 350 46 40 300 77 80; 300 77 8
Fax: +4 (021) 3504641. E-mail. office@rompnarm.fo
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5 S.C. Rompharm Company S.R.L. - Romania, llfov, 75100 Otopenu, Str. Eroilor, Nr. 1A,
Sy CUL RO 14399646, RC: J23/1321/2004

CepTH(UKAT aHATN32 KOHEYHOro npenapara Ne 1916871 | Kox Guanka: CC-F-139
| [Ipenapat IOYVONPOCT, kanau 2aazusie
| BUyTpeHHHIl KO 042oft-ru
| Mpon3BoACTBEHIARA CCPHSI 19016871
Jlata npou3BoacTBa 09.2019
| Tonen g0 09.2022 :
| No | XapakTepHcTHKH JonyeTHMbIe YCJI0BHA Pe3yabTaThbi
] Onucanue [Tpo3payHblil OECUBETHIH PACTBOP COOTBCTCTBYCT
2 | DoaauwunocTs 7
% - JlaTaHompocTa CriekTp HCTILITYEMOrO pacTBopa, CHaThI B obnacti ot 190 a0 400 ux COOTBETCTRYCT
JIOACH COOTBETCTBOBATh CIICKTPY PACTBOPA CTAHIAPTHOrO 0dpasua
JIATAHONPOCTA,
- Tvmonona ClIEKTp HCNLITYEMOro pacTBOpa, CHATbI B 001acTir 0T 190 20 400 1M COOTBCTCTBYCT
J0JKeH COOTBETCTBOBATS CMNEKTPY PACTBOPA CTAHIAPTHOIG 00pasLid
THMOMONA,
- BenszankoHus Xnopua CrieKTp MCMLITYEMOro pacTBopa, CHATHIT B 06nacTu o1 190 10 400 Hu COOTRETCTBYET
J0.1:€H COOTRETCTROBATE CIICKTPY PAaCTROPA CTAHIAPTHOrO 0dpa3ua
OCH3WIKOHHA XJ10pHIa.
3 | Mpo3payHocTh PacTROp f0MACH GhITh NPO3PRYHBIM 110 CPABHEHHIO ¢ BOAOH. NpO3padHbIi
pacTeop
4 | Lsernocth PacTeop 10micH ObITh OCIRETHBIM. BecuBeTHbIil
5 pH Or 5,5 10 6,5 6,1
6 | OTHocHTedbHAH Or 1,000 20 1,023 rfom3 . 1,012
MJIOTHOCTD N
7 Mexannueckue Buasasble YaCTHLIBI JONAHAL! OTCYTCTBOBATE i COOTBETCTBYCT
BRIIOYEHHNA 11
8 | OcMoanabHOCTD Ot 270 10 330 MOcmomb/kr o5 314
9 | Mocroponnue npumecH
- Jlatanonpoct 15-C-naranonpocT - He Gonee 0,5 %; 0,12
5,6-Tpanc-naraHonpoct - ke Gonee 3,0 %; 0,78
Kuenora natanonpocta - He 6onee 1,0 %; 0,07
! JTioBas cAMHHYHAS HeWNCHTHOHUMPOBAHHAS NpHMECh - He Gonee 0,5 %; | 0,12
| CymMa HenaeHTHOHUNPOBAHHBIX npHMmeceii - He Sonee 1,5 %) 0,39
Cyama nipumeceii- He Gonee 4,0 %. 1,71
- Tumonona HMsorimonon - ve Goaee 1,0 %; HO
TTio6as eaHHHYHAN HeWIeHTHHHUHPOBAHHAs pHMeck - He Bonee 0.5 %; | <0,05
Cysma npumecedi - He Gonee 1,5 %. <0.05
10 | HieaexaeMblii 00BneM He smeHee 2,5 v 2,55
11 | CTepibHOCTL PacTBop 10/KeH ObITh CTEPHIBHBIM CTCPHIIBHBII
i2 | KoanyecTBRCHHOC
onpegeIcHNne !
- Jlatanonpocr Ot 0,045 10 0,055 mr nataHonpocTa B | Ma npenapara; 1 0,053
- Tusmonon Ot 4,50 10 5,50 Mr Tivonona B 1 M npenapata; ' 5,06
- BeH3ankoHua ‘EHODH'I O 0,18 10 0,22 Mr GCHIAIKOHHA X0pHaa B | M1 npenapara. 0.19
Ynakoska 2.5 M1 PACTBOPA B MOJHMCPHBIH (HNaKOH-KaANCABHHLY BMECTIMOCTBIO 5 M/ 3aKPLITLUT NOJHMEPHO#H
hpbl.U.lKOH ¢ MPEAOXPAHHTELHBIM KoNbLOM. T10 ozHOMY (raKoHy-KANENBHHLS BMECTE C HHCTPYKLeTl no
MPHMEHEHHIO B KAPTOHHOI YNAKOBKE.
MapKHpOBRa B coorsercreiu ¢ HILL
Xpanenue B sanunmeHRoM oT cBeta Mecte mpi Temnepatype ot 2 a0 8UC. [Mocne Bexpurmis (uiakoHa mpenapar
CneaveT XPaHHTb NPH TCMIICPATYPE HE BbILIE 25°C 1 HCIONL30BATH B TCUEHHH 4-X HEJENb.
Cpok roamocTH 3 roaa.
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POCC RU.0001. 11 PMI5 OPFAH no CEPTPI@HKAL(HH HPO,EIYKIIHH OELL(ECTBO C (@) PAHH lJEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOMH LIEHTP. z‘(’OHJ"POJTflr KAHECTBA", aépec Opeanu3auu: 115280250 1%
Mdcxea, yn. Macmepsosa, 0. }I ‘am, 5, nom. 1, kom. 1., adpec opaawa no cepmuqbuxaz;uu 143581 Mocxoecmm 06:1",
Heinpuncicuti patlori, Oep. ﬂetrxoeo 0. 248, r.‘ men' 495)6-{0—96—69 (495)787-92 78 i
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