JEKJIAPAIIUS O COOTBETCTBUM |

[
AEKJIAPAHT, HPHHHMMO].[[HFI AEKJIAPAIIMIO O COOTBETCT BHM f ’
|| 000 "PoMDAPIL Y i |
| Ceedenus o peaucmpayuu opeanusayuy; Meacpationnas uncnexyus Pedepansnoii narozosr; Yoo Ne 46 no i

e Mocree 01.0] .200(5:. OrPH 103 7700128806, oama Hpucsoenus OI'PH 04.02.2003. [
Adpec: 12]596, » Mo;cxsa, ya. Lopbynoea, 0. 2, cmp. 204, Tenezj10u.‘8(495)269—00-39 = l
B muye: Feliepcwbitbu?: Aupexmop Uluxog TJ] |
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Hosepennoe o Xopuna 0.8, dosepennocms Me] om 09.01.2019 2. |

‘ |
| |
| | Aekapcemeernoe cpedemao.: Aurnogenax, kanu enaswoie 0.1% 5 ua, ¢waxou-xanerzbmu;bl nonusteprure (1),

| nauku kapmonusre, PY Ne JICP-002124/08 om 27 03.2008 , cepus 197 7642, napmus 36000 ynarosox, z00en do
01.1 0.2022, npouseo()qmaaKO.Pamd)ap,u Komnanu Cp.JT, Pymviras, yn, Epounop 4, Omonens, 475100, koo |

I8 OKII2 21.20.70.227 ' %}\‘()() TH B3 3004900002, Kkoumparkm Ne 013-2012 om 20,01 .2012, unsoiic Ne
0000006927 om 0. 11.2019 1
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| | |
; 3ASIBJBIET, yTQ | | {

F |
| lcooTBETCTRYET TPEBOBAHMSIM |
i |/7CP-002124/08-270308 usns, Mo J-2 ‘;
' IEKJIAPAT M1 IIPUHSITA HA OCHOBAHMY i
1 Ypomoran ueneimaui Ne H19-05389 om 181 1.2019 000 "HLIJIC "Buomexnonozus", ammecniam |
| rpeoumanun RARU.210MO4, Cepmudpuxam POCC RO.DM15.C91130 om 19.11.2079 g

e D

—————

TTA_ HMPRHSTHS EKTAPALIH 79,11, 2019 |
| Elcﬂ;xmuhﬂ;,mzﬂqmmmmm J0 01. 102022 |
| AR
| ¥ ‘ i
RE BATS TN -

R e o o 2 Xopuna O.B,
|1 2441714 a ;

| : Jerd 1.7 no, b D.H.0

; L r _.ekrzpdarfgm; :%ﬂ

| ! 5 CBEJIEHUS] O PETACTPALINM

| OPTAH 110 CEPTHOUKALIMH, SAPETCHCTPHPOBABIIHIf JEKJTAPATIUIO

;I PQCC RU. 0001.11PMI5 OPIAH ITO CEPTHOHKALHH JIPONYKIHH OFLIECTBO C ' ’
f 2 PAHHYEHHOH OTBETC TBEHHOCTEIO "OKPY)KHOH LJEHTP KOHTPOJIST KAYECTBA " s '
J: adpec opeanusayuu: 115280, » Mocksa, ya. Macmeprosa, 8. 4, 3m, 3, nom. I, kom. ], adpec opeana no }
| cef muuxayuy: 143581, Mocroscxan obnacmp, Hemprnexuii paiion, 9ep. Jlewroso, 9. 248, cmp. 1, mw{..' |
| (495)640-96-69, (495)787-92-78 eeb-caiim: OYKK. ph. 1:
AEKTIAPAUMS O COOTBETCTBUH 3APED HUCTPUPOBAHA M POCC RUJ-RO.0M15.4.28549/19 l
| mAfa PECUCTPALMH /9.77.2079 l
[

NOANHCE

f‘ | @ohdee
L s B
'; | |='é- / "l'O'.'g \T:SJ"}

e ojxewmibf?f‘:’f?ﬁ \;?%




121596, r. Mocksa, ya. l'opbynosa, 1. 2, eTp.3,
atax 6, nom. I1 kom. 20-20A, Ten. +7(495) 269-00-39

M APNIA

IoaTBepsaeNnne COOTBETCTBHS BBO3HMOr0 JIeKAPCTBEHHOr0 NPEnapaTa ycTanoBJenHbIM
tpedopanuam Ne0019-01/11/19

Topropoe HaHMEHOBAHHE

Iuxnodenak

MesxayHapogHOe HCIIaTeHTOBaHHOE HAHMEHOBAHHE
(rpyNIHpOBOYHOE HIH XHMHYECKOE)

Huxnopenax

JlexapcTBenHas gopma

KallJIM I1asHbIC

Jlo3HpOoBKa

0,1%

(opma BBIITyCKa

kamnu riasusie 0,1% duakon-kanenbHUIbE
noJiuMepHbIc 5 mi Nel

Homep cepuu (mapTun) 1917642
Q6beM cepul (MapTHH) 36 000

Jlata BEIMyCKa 10.2019
Tomen a0 10.2022

HammeHnoBaHHe M alpec IPOM3BOAMTENA (C YKasaHHEM
cTaluii MPOU3BOACTBA)

Hasganue, anpec I0pHIHYECKOTrO JIHIE,
OCYILECTBJISAIOILETO 32BEPIIAIOIHC CTaIHH
NPOM3BOACTBA M CEPHUIHEIN BBIITYCK
JICKapCTBEHHOTO CPENCTBA!

K.O. Pompapm Komnauu C.P.JI., Pymeinus/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, 075100, Otopeni, Romania

[IpoussoauTenn:

K.O. Pomdapm Komnanu C.P.JL., Pympinus/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, 075100, Otopeni, Romania

dacoBKa H YNaKOBKa:

K.O. Pom¢papm Komnann C.P.J1., Pympinns/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, 075100, Otopeni, Romania

HOMCp M J1aTa PErHCTPALMOHHOrO YA0CTOBEPCHHA

JICP-002124/08 ot 27.03.2008

Homep 1 naTa HOPMaTHBHON NOKYMCHTaIlHH

JIT1-002124/08-270308, u3m. Nel-2

HauMmecHoBanue H azpec HAEp:KaTeid PErUCTPalHOHHOIO
YJ0CTOBCPCHHA

K.O. Pompapm Kommanu C.P.JL., Pymbians/
S.C. Rompharm Company S.R.L., 1A Eroilor str.,
Otopeni, 075100, Romania

Jlekapersennbiii npenapar Juxnogenak Kanjau raasmelc 0,1% daakon-KaneJsHHUbI MoJuMepHbic 5 Ma Nel

COOTBETCTBYCT TPCOOBANMSIM, YCTAHOBJICHHBIM IIPH €F0 rOCYapCTBCHIOH PerucTpaunH.

3aBojckoit nacnopt (cepTH(HKAT aHATH3a KOHEIHOTo npenapara) Ne 1917642 ot 30.10.2019 .

Vnonuomouernoe o 000 «POMPAPMAY»

JlomKHOCTb: 3aMeCTHTE b TEHEPATLHOTO AHPEKTOPa
JloseperHocTh Ne 6/H oT 11 Hoa6pa 2019 .
Kowrakrablit Tenedon: 84952690039

InexTponHag noyra: v.dendeberya@rompharm.ru
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" Tel, +4 (021) 350 45 40; 300 77 B0; 300 77 B1
Fax, +4 (021) 3504641, E-mall: office@rompharm.ro

st

st §.C. Rompharm Company S.R.L. - Romania, Iifov, 75100 Otopan:, Str. Erailor, Nr. 1A.

CUL RO 14399646, RC: J231321/2004

CepTHHRAT aHATHIA KOHEHNIOTo I

oaykTa Ne 1917642

{ Koa 6nanxa: CC-F-139

[Tpenapat JUKJOQEHAK, xantu enaznere 0,1% |
[Tpon3poacTeennas cepus 1917642 j
Jara npon3sBoacTea 10.2019 |
Cpox roanocru 10.2022
- Ne XaparTepHCTHRN YeaoBisa A0NYCTUMOCTH PesyabTar
R Sme— [po3patHbifi WK NOMTH Npo3patibIil pacTsop, COOTBCTCTBYCT
OT GCCLBETHOTO JI0 CBCTIO-KEITOTO LIBCTA,
Nopnuuuocts . i
i ! a) ;_rlHK.TIU(;)CH;‘JK ] BpL‘-MH YACPHHBAHHA OCHOBHOIO MHKA HA COOTBCTCTBYCT f
‘ | | XpOMATOTpaMMe HCMLITYeMOro pacTsopa '
‘ f | ZI0JIZKHO COOTBETCTBOBATE BPEMCHH i
’ | YACPHMBAHHI IHKA HA XPOMATOTPAMME ‘ ’
2 CTAHAAPTHOIO PacTBOPa AHKIOPCHAKA, i :
Bpesms yaep:kupaung ABYX MHKOB Ha | l
! b) Bensankons XPOMATOTPaMME HCITLITYCMOTO PacTEOPa COOTBETCTBYCT
5 Xaopuia J0JIKHBI COOTBETCTBOBATh BPCMCHH
. YAEpKHBAHIA JABYX NMHKOB HA XPOMATOrpaMmMe
i CTAHAAPTHOrO pacTeopa GeH3anKoHNs XJIOPILIA.
! pH 6.8-7.8 7.5
ﬁ 4 Hasexaemblii o0benm | 4,5 - 5,5 Mn 3,04
| Mpo3paunocTs PacTBop A0/KeH ObITh NPO3PAUHLIM 110 COOTBETCTBYCT |
| 5 CPABHEHHIO C BOJOI} HAN IO CTENCHH MYTHOCTH f
HC MPCBBILATD STAIOHHLLH PACTBOP i
onajecueHuMp/MyTHocTH I1. |
& | MBernoers Oxpacka pflcmopa HE NOMKHA NPERLILIATE COOTBETCTRYET '
3TaJOHHBIA pacTop BY
& Mexannueckne
7 j OTCyTCTBHE BHAMMBIX MACTHIL COOTBETCTBYCT
BRJAIYCHHS
8 CTepianiocTh PacTeop A0nKCH ObITh CTEPHIIBHBIM. CTCPIIbHbI
9 | MaoTHoCTD 1,003 — 1,023 ricm’ 1,019
} Koauvcerpenuoe Quraocpenara nampis: 0,090-0,110% 0,103
onpeneenine (90,0-110,0% oT yKa3aHHOro KOMMYECTBA Ha l
10 | ITUKETKE), |
i i Bewsanxonus xropuda: 0,009 - 0,011% (90,0- 0.0103 |
‘ i | 110.0% OT yKa3aHHOIO KOIHYECTEL HA |
| | ITHKETKE).
| Mocropounue Kasicdoit unduendvarsuoit npiesecy — He donee <0,05 :
‘ I npumMecn 1,5%; ;
1 Cyana npustecedi — ue Gonee 3,0%. <0,05 |
i 12 Ynakoska Mo 5w pucTBOpa & GCALIH HONMMEpHHH IMo 5 M ['mcmnpa njﬁcnfﬂi’: no;unmcpnmi‘r l
‘ (hNAKOH-KaneNbHHILY 3aKPbITHIH NOAHMEPHOI rbnaxor-l-nanfz n‘mmu) 3.?"?"”1'”' I
! KPBILIKOH € MpeloxpaHnTentbiy konsuam. ITo MO/UMEPHOI KPBILIKOM € !
;‘ ORHOMY (IAKOHY-KANGALHAHLLE BMECTE C NpeaoXpaHITenLHLIM KoabuoM. [To oanomy ;
HHCTPYKIHCH [0 MPHMCHCHHIO B KAPTOHHOI Qmakouy-xar}'eﬂbn:me paecte ¢ :
! oy HHCTPYKLLHEHi 110 NPUMCHCHHIO B
KapTOHHOII MayKe.
13 Mapruposka Ha pyeckom A3pike YRUZGHbL. Ha pyeexos aavike veazanst!
Ha 3THKeTKe (IaKoHa: Ha3BaHue nperapara, THKETKE akona: Ha3BaHIC
: HA3BAHHE  NPEANPHATHA-NPOH3BOAMTENS W | Mpemapara, HA3BAHKC npeunpua'rum
; CTpaHa,  TOBapHLlH  3HAK  NPEANPHATHA- | NPOM3BOAHTCNA M CTPAHI, TQBL
| npousBoanTens  (Ha  AHTIHIACKOM A3BIKC), | NPEANPHATHA-NIPOIHIBOLITCT
' JCKAPCTBCHHASA thopwma, KOHIUCHTpaUKA, | aHITHICKOM A3LIKE). ‘
3 COOCP/KAHME AKTHBHOIO KOMIOHCHTA B Mr/Mn, | dopma, KOHUCHTPaLs, Lochd\.tmm”‘-
oGbeM npenapata (M), YCAOBHMA XPAHCHHA, | AKTHBHOIO KOMIGHCHTA: B MI/AMA,  00neN }‘;
i UpPCOYNPEANTEIBHbIE HAANHCH («XpaHHTh B | Npcnapara ('\m{l yeAoBia s -\(p.T.HLHHH i
| NpeaynpeanTeaALHBIC :

HeJ0CTYmHOM  2as  agereil  mecrel»),  HOMep

CepHH, JATa H3rQTOB/ICHHA, A4Ta8 OKOHUAHHA

SAATHCH (KX PEHiTh B

HCAOCTYIILOM Jﬂﬂ\ilfful MecTa! »;, Hon w
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Tel- +4 (021) 350 46 40: 300 77 80, 30077 81
Fax. +4 (021) 3504641, E-mail: office@rompharm.ro
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.\'\ S.C. Rompharm Compary S.R L. - Romania, ilfov, 75100 Olopeni, St. Eroilor, N 14
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Ceprndurar anainsa KeneqHoro i

0avKTa N 1917642

[ Kon énanka: CC-F-139

penapar HUKIIOQEHAK, xanau 21a3ume 0, 1%

TlpoussoncTacHHan cepis 1917642
Aata nponssoncrsa 10.2019
|_Cpok roanocrtn 10.2022 |
| N XapaKTepHCTHRH Yeaosus gonvernmoctn PesyaeTar i
i CpOKa roHOCTIL. CepHH,  iara H3rOTOBACHMSA,  Jxata |
! Ha xaproHHoil nayke: waseauue npenapata, | OKOHUAHHS CPOKA rOIHOCTH, [

Ha3BAHHC u aapec npcanpustitd- | Ha Kapr [ 4YKe: HA3RAHNE Npenapara. |
TIpOH3BOANTCAN, TOBAPHBIA 3HAK OPCANPUATHA- | HA3BAHHC W aipec  peanpusTHS- f
| MPOIBOIAMTENS  (HZ  aHFANACKOM  S3BIKS), | MPONIBOITCNSA, TOBAPHBI IHAK i
| JICKapCTBCHHAA daop.\ia. ROHMEHTpaLLHﬂ. COCTas ¢ IlpC.Ell’lpil)]Tl‘[}I-[lpOH'.ﬂ:lU.’.I]lTL‘JlH (Ha |
i YKAQ3aHHCM KOJHUYECTBA aKTHRHOIO KOMMOHCHTA | aHmIiicKoM AILIKE), JAeKapCeTBCHHAA |
| B Mr/ma i NEPEUHCICHHEM BCIOMOATCNBHBIX qmp.\f:a. ROHUEHTPAILHA. COcTas C YRKAIaHHCM
| KOMMOHEHTOB, 00beM Npenapara (M), ycaoBus | KOTMYCCTBA  aKTHBHOIO KOMOOHEHTA &
XPaHcHH, APCAYNPCANTCIbHBIC HAAMHCH Ml"/.\v[ﬂ B OCPCUHCIEHMEM BCIIOMOIATCIBHBIX |
(«XpauuTb B HCAOCTYNHOM UM AeTeit MECTC!», | KOMIIOHCHTOB, O0BLeM npenapara (M),
«Crepunsio.n, «llocnte  BCKpuITHA  raxowa YCAOBHA XPAHCHHA, NPCAYNPCINTCAbHbLIE |
Xpaunrte He Oonee 4-x HeAenb»), AaTAa | HAAMHCH («Xpaunte B HCAOCTYNHOM i ‘
HSTOTOBACHILA, HOMCD CCHM, AaTa oKOH4aHMA | actell mectel», «Crepimioy, «llocie l
; ¢poka roiaHocety, «MecTo.», peructpaunonHsiil BCKPBITHA (JaKOHA XPaHHTL lic Goace 4-x J
| HOMCP, WITPHX KOX, YCIOBHA OTNYCKA U3 ANTCK. | HEAedb»), [14TA  HArOTOBACHMA, Honep |
l Ha KapToHHYI0 MauKy MOryT HaHOCHTbCA CCpHH, IaTa OKOHYAHMA CPOKa roiHOCTIH. |
J CPEACTRE HACHTHQUHKALMH CHCTEMAI «MecTHo.»,  perscTpaunoHHslii HoMmep,
; MOHHTOPHHTE JABHAKEHHS JICKADCTBEHHBIX LITPHX KOZ, YCI0BIS OTIIYCKA H3 ANTECK.
| Openapatos (J1BYMEPHLLH LITPHXOBOI KO H
APYTHe). & TAKKE TEXHONOIHIECKAs
HHPOPMAUHS (BHYTPCHHMIT KOA 1 hapmaxon), T
MTPH 3TOM J1aTY MIrOTORBJICHHS HE HAHOCHT. |
14 Xpauenue B cyxom. samuentonm or esera mecte, npu 7
o ) nel COOTBCTCTBYET
TCMIICPATYPE Ha Buiwe 25°C,

15 | Cpok roanocern 3roza COOTBCTCTBYCT |
| KoHeudHblit NPOLYKT cooTBeTCTBY T/ He-cooTaeFernyes Tpebonannam cneundukamwnt, HI JCP-002124/08-270308 waar. .Nej
' i
L 1-2 —

| litpekTop oTaeaa 1o KOHTPO/II0 KaMeCTBa

| Jloroaty Panyxa

[ 30.10.2019




