121596, r. Mockea, ya, Topbynosa, a, 2, crp.3,
araxk 6, mom. IT kom. 20-20A, ren, +7(495) 269-00-39

A

Ioarsep:xaenne cOOTBETCTBHA BBOZHMOTO0 JIEKAPCTBEHHOr0 NPEnapara yCTaHOBJAeHHbIM
Tpedborannam Ne0092-02/12/19

Toprosoe HAaHMCHOBaHHE

BAKTABUT

MesxIyHapoaHOe HENAaTCHTOBAHHOE HAUMCHOBAHHUE
(rpyINHPOBOYHOE HIIM XHMHYECKOEe)

TTnknoxkcuun

JlexapcTBeHHas dopMa

Karum rnasueic

| Jlo3upoBka

0.5 Mr/man

| PopmMa BBINTyCKa

Karnu raasgeie 0.5 mr/min ((hnakos-kanensHuna)
10 M x| (mauka KapToHHasd)

Homep cepuu (napTun) 1920471
O6beM cepun (mapTun) 17 754
Jara Brinnycka 11.2019
lopen o 11.2021

HaumenoBanne M agpec MIpOHM3BOAMTENA (C yKasaHHEM

|
|
| cramHil IPOU3BOACTBA)

ITpon3BOACTBO FOTOBOMH JIEKAPCTBEHHOMH (hOPMET
K.O. Pompapm Komnanu C.P.JL., Pymeinns/

S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Ilfov ;

IlepBHynas ynakoBka:

K.O. Pompapm Komnanu C.P.JL., Pymoraus/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Iifov ;

Bropuunas ynakoska:

K.O. Pompapm Komnanu C.P.JL., Pymeinns/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Ilfov ;

IMponzeoauTtens (BeinyckaQmKA KOHTPOIL
KayccTBa):

K.O. Pomdapm Kommnann C.P.JI., Pympmns/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Ilfov

Homep 1 faTa perHcTpallHOHHOTO YAOCTOBCPCHHUS

JIT1-004386 ot 24.07.2017

Homep 1 jara HOpMaTHBHON JOKYMEHTALUH

JIT1-004386-240717, H3m. Nel

Haumenopanue u aJipec OepxaTend pPEerucTpallOHHOIO
YAOCTOBCPCHUA

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

Jlexapersennuiii npenapar BakraBur kamau raasuwle 0.5 mr/ma (paaxon-kaneannuna) 10 ma x1

(mauka KAPTOHHAs1) COOTBETCTBYET TPeOOBAHMAM, YCTAHOBJICHHBLIM

PerncTpaiHu.

YnonuomouerHoe auuo Q00 « POMDOAPMAY

JlomKHOCTE: 3aMECTHTCIb ICHEPAIBHOTC JHPCKTOPY
IlosepenHocTs Ne 6/1 ot 11 HosOps 2019 1. 1
KonTtakTHbiit Tenedon: 84952690039

SnexrponHas nouta: v.dendeberya@rompharm.ru
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Tol. +4 (024) 350 46 40; 300 '77 80: 3'00'55 T
Fax +4 (021) 3504641. E-mail: office@rompharm.ro
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S.C. Rompharm Company S.R.L. - Romania, lliov, 75100 Otoponi, Str. Eroilor, Nr. 14

CUI: RO 14383648, RC. J2311321/2004

CepruduraT anaauia Konednoro npenapara Ne 1920471

Kon dopmynapa: CC-PelibCA-
{431 Fl ed.lrev. 0

| Tlpenapai BartasuT, Kaiid raasusie 0.5 sr/ma |
| Cepus 1920471 - 1
[ Jata IPOU3BOIACTRA 11.2019 ]
| Tonen a0 11.202]
[ Ne | XapakTepucTuRn JonycTuMble YCI0BHS Peayantatn
1 Onmcanne [Tpospaunsnii  OecuseTHbll  HAM
i = CoorserctByeT
| CICIKa KeNTOBATLIM PACTROP i
2 | Moamumocrn Ha xposarorpasye nenwityemoro
| | [TuxnoKkeHIIHg AU APOXI0pHA pacTBopid  BpeMs  YIAEPAKIBAHNA
| OCHOBHOTO MiKa AOTKHO !
} COOTBETCTBOBATH BPEMCHIL N ) ) 3
1 Ryt ; . _ | CootserctayeT |
| VACPAKHBAHHA ITIHKE THKIOKCHAKHA !
| AMPHAPOXAOPHAZ ] ;
| xpoMatorpamme CTAHAAPTHOIO |
| PUCTBOPA |
3 | MIpo3pavHOCTh [penapar JI0JTAEH ObITL | 5
‘ CooTtseTcTBYET
PO3PAUHBIM ¢ i
4 Usernoctn [penapat J0TAEH ObITh ‘
OecuBcTHEIM  MAH  BelaepxusaTs | COOTBETCTBYCT 1
cpaBHeH e ¢ 3TanoHoM Y. 1
{5 | pH 0O713.5 06,5 4.9
6 OQrTHOCHTEALHAA IT0THOCTh Or 1,007 g0 1,027 1,019
7 OeMOAATLHOCTE Ot 270 10 330 MOcMOnb/KT 208
8 MexanrdeckHe BRIKYCHIA OTeyTeTBHe BHANMBIX YACTHIL CooTaeTcTayer
9 | HocToponnne npuzMecn Ilpuseck 1 — He Gonee 0,30 % 0,11
[pumecs 2 — He Gonee 0,30 % 0.14 ,
JToGasn HCHACHTHOUUIPOBAH A 0,08 '
npumech - e fonee 2,5 % !
Cyama npinmecedt - 5.0 % 0.33 i
10 | H3saeraesblii 00bem He mMeHee HOMHHRAILHOIO COOTBETCTBYCT
|1 | CTepuabHOCTD PacTBOP JONKCH BbITb CTCPH.LHBLIM COOTBETCTBYCT
12 | KoamiecTnennoc onpeacacuie Or 0475 no 0,550 MT
MHKAOKCHIMKA MHriapoxiopuia 6 | 0.519

=IHKJIORCHAMHA AHMHAPOXII0OpIid

M nipenaparta

13 | ¥nakonka

ITo 10 ma npenapara NOMEWAKT B
Npo3pauHbli GAaKeH-KaneALHHLLY
H3 MONHITHIACHA BMCCTHMOCTLIO 10
M1, 3aKPAITHI KPLILKOI 13
NOAHITHICHA ¢
npeAOXPAHHTEALILIM KonbLOM. [To
oaHOMY narony-KanciLHNIe
BMECTC ¢ MHCTPYKIHCH Nno
NPHMEHEHIIO TOMEILAIOT B
KAPTOHHVIO TIHMKY.

10 M5 npenapaTta NOMELLAIOT B
npo3pauHbll (PAAKOH-KALCALHHLY
H3 MOMHITHASHA BMECTHAMOCTBIO [0 |
M1, 3AKPBITHI KPBILIKOIT 113 i
NOMITIUICHA €

[IPCAOX PAHHTCALHBIM KOLILOM,
OutH QUAaKOH-KANeILHILE BMCCTS

€ HHCTPYKUHEH MO MPHMCHCHIHED
[NOMCUIRIOT B KAPTOHHYIO NauKy.

14 | Mapruposka

1) Mepausnag ynakonra
JIeKapCTBEHIOTO npenapari.
Ha pyeexom A3bike YRasulGarnt!
Ha ITHKETKE (MIAKOHA: HA3BAHIC
npenapaTta, MCHKIYHAPOIHOE
HCTIATEeHTOBAHHOC HA3BAHUC,
HAHMEHOBAHIIE NPCANPHATHA-
NPOH3BONTEINA, TOBAPHLII 3HAK
TIPCANPHATHSA-TIPOUIBOAMTCIS (Ha
AHITHIICKOM A3BIKE),
JICKAPCTBEHHYO (hopMmy,
KOHLCHTPALHIO B MI/MN, 00BCM
APENupaTa B M, YCIAORBHS XPaHCHI,
NPEaYNpPeaNTEIbHbIC HAAMHCH

1) [MepBn4unasn ynakosra {
JeRAPCTBCHHOTO Npenapara,

Ha PYCCKON H3bIKE YKAZBIGAION !

Ha ITUKETKS QJAKOHA! HAZBAHIC
IpenapaTa, MCALYHAPOAHOC
HEMNATCHTOBAHHOC HAZBAHUC,
HAHMCHOBUHHEC

aurnuiickony su*hrm)q N
NeRapeTBAHHYIQ: tpup\l 4
Kouucm'p.@w:m # MEMI néu
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Fax: +4 (021) 3504641, E-mail: office@rompharm.ro

e S.C. Rompharm Campany S.R.L. - Romania, llfav, 75100 Otopeni. Str Erosor. Nr. 1A,
"\\ CUL RO 14396646, RC: J23/1321/2004

Ceprudurar anamia koneunoro npenapara Ne 1920471

Koz dopaymapa: CC-PelibCA-
1431 FI ed.lrev. 0

 Mpenapat BarTanut, eanau raasawie 0,5 ar/aa T
| Cepusn 1920471 |
Aara npoussoacroa 11.2019 1
| Tonen ao 11.2021
Ne XapanTepHCTHRR JdonycTussie yej08us Pesvavrarhi

{(«XpanuTs B HeAOCTYTIHOM 15
acteli mecre!n, «IloCHC BCRpPBITH
(raxona Kanau cueayer
HCNONIB30BATE B I@YEHHE 4-X
Heneib.»), «CTEPHIIBHO», nomep
CEePHH, JIaTa WIrOTORACHHS, AaTa
OKOHYalHA CPOKA F'OAHOCTH,
BHYTPCHHIL KO,

2) Bropuunas ynakoska.

Ha xaprommoii mavke: HasBaHme
npenapara, MUEKILYHAPOAHOL
HeNaTCHTOBUHHOE HasBaHie,
HAIBAHUE M &apec NpeanpHaTHs -
MPOH3BONMTENS, TOBAPHBI  3HAK
ﬂpc,ﬂﬂpilHTI-H-RPOH’.{BO,‘JHTG.’IX (Hﬂ
AHTIHECKONM AIBIKE),
JICKAPCTBCHHYIO thopaty,
KOHUCHTPALMIO B MIV/MJI, COCTAB Ha
I Mn npenapata ¢ yxasanuewm
Ha3BAHU% H] KOJIHYECTBY
ACHCTBYIOLICIO BELLECTBA B MI }
OCPCUUCICHHCM BCTIOMOTATCNLHBIX
BCUICCTB, 00LEM npenaparta B M,
YCI0BHA XpaHes,
npeaynpeanTeabible HAOMHCH
(«XpaHuTb B HELOCTYNHOM s
aetelt mecrel», «CTEPHJIBHOS,
«MECTHO», «llocne BerpoiTia
(axona Kanau ceayer
HCNONLIOBATE B TeucHHe 4-x
Heaens.», «Cnocod npusteHeHms:
cM, HHCTPYKLUIO no
IPHMCHEHHIO.» ), auary
H3TOTOBJICHHA, HOMCD CCPHH. laTa
HCTCYCHHMA  CPOKa  TOAHOCTH,
PCrHCTPAIHOHHLIT HOMCP. WITPIX
KOJ, YCAOBHA OTIYCKZ W3 ANTCK,
(hapy-roa, BHyTpenHuil koa. Ha

KAPTOHHYIO HAuKy MOryT
HAHOCHThLCH cpeacTea
MACHTH(HKALHY CHCTEMBI
MOHHTOPHHIA ABHACHHA
JICKAPCTBCHHBLX NpenapaTos
(aBymepHullf WwTpnxoBOil KOa M
Apyrue), nmpH ITOM aary

H3rOTOBJICHHA HC HAHOCHT.

HAaamueH (« XpaHuTh 8
HCAOCTYITHOM 408 JeTeil mecte!y,
«llocne BekprITHs (PrakoHa kanan
CrCAYeT HCNOAK30RATE B TCYCHIIE
4-x meaenvon ), «CTEPHIILHO»,
HOMEP CepHN, J4Ta HITOTOBICHIIS,
JATa OKOHUAHMA CPOKA [OIHOCTH,
BUYTPCHHNI KO,

2) Bropuunan ynaxkosia.
Ha_gaprownoii_nayge: wassasnne
npenapara, MCHAYHAPOIHOC
HCMATCHTOBAHNHOE HA3BALNC,
HA3BAHNE U 21pPeC NPCANPHATHS -
NPON3BOANTC/A, TOBAPHLIH 3HAK
HPCANPHATIA- IPOHIBOAITCAN (Ha
AHIIHICKOM A3LIKC),
JICKAPCTBCHHY IO dopary,
ROHUCHTPALIIO B MM, COCTAR
HA | MJ npenapata ¢ VRASAHICM
HA3BAH S i KOMHYCCTRE
HOCHCTBYIONIEro BEUICCTBA B MI 4
NCPCHHCACHIEM
BCOOMOraTelbHbIX BCILECTS,
00LEM MPENApaTa B M, YCAOBHS
XPAHCHU,  NPCAYNPCAHTEALHLIC
HILITHCH («XpaHHThL B
HCIOCTYMHOM AA JeTel Mecte!w,
«CTEPHABHO»,  «MECTHOw.,
«lfocne  sewpwitus  daakona
Karjan c.‘le;xyc‘l HCNOABIVBATL B
TeueHne 4-x Heachb.», «Cnocod

[ IPUMCHEHIS:  CM.  WHCTPYKIUHIO
ne NPHMCHCHHIKO. % ), ATy
M3FOTORICHHMS,  HOMCP  CepliL,

AATa HCTCHCHHSA CPOKA FOAHOCTH,
PCrICTPAUNOHHAITL HOMCP, WTPIIX
KO, YCIOBHA OTNYCKA H3 anTek,
thapM-xoa, sHyTpPeRHEiT KO,

15 | Xpauenne

Tpu Temneparype He souiwe 25 °C, B OpHITHANLHOI YITAKOBKE,

16 | Cpok roanocTn

4-X HEICh.

2 rona. [locne pekpriTha thaakona kanam cieayer ucnmwmﬁ"{‘f

Koneunslii npenapat cooTBETCTBYCT/ He-€O0TDETEFBYeF-1PEOOBAHNAM CrICLLT

1.

JI1-004386/240717 iy, 3

duperrop Konrpoas Kasnecrpa
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