121596, r. Mocksa, ya. T'opGynosa, A. 2, crp.3,
yrax 6, nom. 11 kom, 20-20A, Ten. +7(495) 269-00-39

IMojTBep#A/Ien e COOTBETCTBHS BBO3UMOTO IeKapCTBEHHOro NPenapaTa yCTaHoBIeHHLIM
TpeboBaHHIM Ne0046-08/11/19

Toprosoe HaNMCHOBAHHE

Tpasanpecc [Iyo

MekayHapoanoe HCIaTeHTOBAHHOC HaMMCHOBAHHC
MNHUPOBOYHOC HITH XHMH‘ECCKOC)

Tumosnon + TpaBonpocT

Jlexapersennas Gopma

Kariy rjaa3HbIe

Jlo3npoBKa

(5 mr + 0.04 Mr)/mn

(bopma BRINYCKA

xamuiy rasusie (5 mr + 0.04 Mr)/mi (dmaxon) 2,5
mn x1 (rauka KapTOHHAS)

["onen 1o

| Homep cepu (mapTiu) 1919031

O6bem cepul (mapTum) 7137
aTa BBINYCKA 11.2019
11.2022

HanMeHOBAHHC W aJpec NpPOM3BOIHTEILA (¢ yxazaHHCM
CTanNi IPOU3BOACTBA)

|
|

|
1
|
|
|
1

[1poH3BOACTBO FOTOBO JICKApCTBEHHON GOPMET
K.O. Pomdpapm Kommanu C.P.JL, Pympiaus/

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

[TepBuyHas YIaKOBKa:

K.O. Pomdapm Kommnann C.P.JL, Pymbiaus/
S.C. Rompharm Company S.R.L., Romania, lA
Eroilor str., Otopeni, 075100, Ilfov;

Bropuunas yrnakoBKa:

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

TIpou3BOAUTENE (BuimycKalomiiii KOHTPOIb
KauecTBa):

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

JIT1-005486 ot 24.04.2019

Homep ¥ aara perucTpaloHHOro yI0CTOBEPCHUSA
' Homep W JlaTa HOPMaTHBHOH JIOKYMCHTALMH

JITI-005486-240419

HauMcHOBAHHE H ajapec ACpKaTclid perncTpanoHHOr0
| YAOCTOBCPCHH
|

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

sl

.
JlexapceTBCHHDBIN npenapar Tpasanpecc [lyo Kanjiy riasHeie (5 mr + 0.04 Mr)/ma (dpmaxon) 2,5 ma x1 (mauka

KAPTOHNAS) COOTBETCTBYCT TpeGoBaHMAM, YCTAHOBJICHHLIM NPH ¢ro rocyaapcTBEHHON PerucTpaln.

Japoackoil macnopT (ccpTHHKAT aHAIN3a KOHEUHOro mpenapara) Ne 1919031 ot 07. 11.2019 .

V0JIHOMOYEHHOE JIMLIO 000 «POM®DAPMAN»

J10/DKHOCTD: 3aMeCTHTCb reHepaIbLHOTO HPCKTOpa
JlosepennocTh Ne 6/ oT 11 Hoabps 2019 T
KonTakTibil Tenegon: 84952690039

DIcKTROHHAA MOYTA: v.dendeberya@rompharm.ru

\KonuA

NOANMHCH




Vo 46 48 100 77 1) 20 P @)

2] 30nt) £ sllcndfeemensm

5 C Homghem S R4 - Romana, Mo P3100 Driges, G4 Craior, M 1A
CUr RO HIV-E RC Pragnrileit]

'Ccpnupumu AHA/1H3 KOHEUHOTo npenapara Ne 1919031

| Koa dopmyssipa: CC-PelibCA-1431 F1 ed.1 rev. 0

[Tpenapat | Tpasanpecc Jyo, kanau raasusie (5 mr +0,04 mr)/ai
Cepus 1919031
JaTa npou3soIcTRa 11.2019 |

"oaen a0

11.2022

i No NaparTepicTiky Jonycrumsie yeA0Bns Pe3yibTatsl
-
L Quucanne [Tpospaunsii GecUBCTHBIA pacTsop. COOTBETCTBYET
{2 oAMHHOCTE !
| ['paronpoct Ha XpoMaTarpamMe HCHBITYEMOIO pacTsopa CoorsercTByeT |
! BPEMSA YACPHUBAHIS OCHOBHOIO 1K NOI#KHO i
COOTRETCTBOBATL BPEMCHH YICPAHBAHIIA (111K
TPABONPOCTA HA XPOMATOIPAMME CTAHIAAPTHAIO
pacTeopa.
| Bpess yAepiHBAHIA NHKL THMOJIO/A Ha i
| Xp().\lﬂ'l'(.)l'[}ﬁ.\IMC HCITWITYEMOrO ]TBCT BC‘le |
i ‘ Tinmoao JIOJIHO COOTRETCTBOBATH BPCMCHH Cootsercrayer
}’.’JCp}f\'llBﬂH}lﬁ MHKa THMOJ1014 Ha
XPOMATOIPAMME CTAHAAPTHOIO PACTRODA.
BpeMa yaepkupanHs mika SOPHOIT KBEAOTH Ha
XPOMATOIPAMME HCITRITYEMOTO PACTBOPA |
JIOJIAHO COOTBCTCTBOBATE BPEMEHH :
; bopras knenora YIACPHIBAHHA TIHKA DOPHOE KICAOTH! HA Coorsercrayer |
1 XPOMATOTPAMME CTAHIAPTHOIO PACTBOPA.
3 llpo3paunocrs PacTBOp npenapari 10LKEH BLUICPAHBATE CoorsercTeyer |
J cpasHelne ¢ yraionom |
4 | Usernoers Pacroop npenaparta A0LKCH BbIACPIKHBATD Coorsercrsyer
i cpasleHHe ¢ aTiionoM By
| 5 pH 0t 6,0 10 7.5 6.7
E__h OCMOBLILHOCT S O1 260 10 320 MOCMO/IL/KT 290
17 H3paexaenbiii o0ves | He MeHee HOMHHUIBHOTO, Cootrercreyet :
i___)' CrepiibHOCTL PaCTROP JOMAKCH ObITh CTCPILTLHBIM. CrepisbHbii |
11 9 Mexanumecwne OTCYTCTRHE BHAMMBIX YACTHIL IIPH BU3YAALHOM Coorpercrpyer
| BRI eHHA KOHTpOJIC.
(10 | Poacrnenipie Kuenora tpasonpocta - He Gonee 1,0 %; HO
1 | npueen | 5-kero-Tpasonpocr - He Gouee 1,0 %, i
‘ TPAROIIPOCTA 15-8 rpasonpoct — ve Gounee 1,0 %! HO !
3,6-Tpanc-TpaBonpoct - He dosee 3,5 %) i
5 Dnokcnunbii gepusar -~ ne donee 1,0 % HO
‘ i JhoGas cannntinan nenaenTiduusponatias
| npusiccn - He Gonee 1,0 %o: HO .
‘ Cymna npumeceii - we Gonee 5,5 % |
i ‘ HO i
| 0.20
| 0,30
"1l | Poacreenunie HMsorumonon — we Gonee 1,0 % <DL [
‘ HPIMECH THH0/10.18 Jhobas eXMHIYHAS HCHACHTHRHUNPOBAHHAS <DL ;
? npusecs — Ke Sonee 0,5 % !
| | Cymma npumeccii - ne Gonee 1.5 % < DL |
112 | Koamuweersennoe |
! [ oupencncuue
{ - PRBOIPOCTA O 0,036 n0 0,044 mr tpasonpocta 8 1 Mi
i npenapara 0,041 ;
‘ T = THMOIO Ot 4,75 20 5,25 M timonona B 1 ma i
| i npenapara
i | ® Gopuoil Kieaots Or 2,7 20 3,3 s GopHoil KHCnoTel B 1 M1
| | 1penapara
| 13 Yuaropks [To 2,5 MJ1 npenapata NOMELUAoT B 2,5 Ma npenapara

NOMHITHICHOBLI (UIAKOH BMECTHMOCTBIO S
sUL, OCHALLCHHLIT CHCTEMOIT 3aKPRITHA
(l[pUﬁKa-KﬁllCJinHLﬁi H [NOJIMITHICHOBAA

HOAHITHIACHOBBIH (hJrakoH BMECTHAD
S MA, OCHUWE@AHLI  CHCTCMOIL SaKPBY

vk

L |

L

(npofka-KANENsHILA I TIONHITHIEH
w4 - : 5

\ v




DR TR L R mhp S0 Rampharm Cumpary SRL Rongsy, M 7OV Cuagmn Sy Eroks W14
Faa o6 571, V0440 [ ek oflealieenghami Cub RO 4S040, RC A1 121U

Lig__fgplrlwijml_lﬂl'l ana.i3a KOHCUHOro npenapata Ne 1919031 | Koa gopmynapa: CC-PelibCA-1431 F1 ed.l rev. 0
| Tpenapat | Tpapanpece JIvo, KA INIAINLIC {5 mr +).04 mr)/san
 Cepus | 1919031
L Jlara npoNIBoACTEA 1 11.2019 |
' Toien 1o | 11.2022
N [ Napakrepncrini ] JlonycTumbic Yea0BHA PesyaLTaTE
.‘ KpbILLKd, KOTOPaR olecneisaet KpbILLIKa, KOTOpat ofecnesact i
ﬁ ! FEPMETHYHOCTD). ICPMCTHHHOCTB). |
!i | o oanonry rakoHy BMCCIC C pneTpy et Qanr GrakoR BMCCTC € HHCTPYKURNCI 10 !
| 3 110 [IPHMCHEIIIO NOMCLURKOT B HAYKRY NPUMCHCHHI)  HOMEWCHR B HAAKY L
— ___4_“ e K:\p!‘o:iHVl{). | KAPTOHHYIO. 4‘
14 Mapruposka Flet pyecKoM A3bIKE YRASHIGAION i Ha pyeekos si3bike YRAibl. |
| ’ Ha ITUKETRES duIaKoHa: TOProBoe \ pa  yrdkerke  Quakosar  TOprosoc |
HAMEHOBAHNE  NPEHAPATE, IPYIIIHPOROUHOE | HANMCHOBAHNE npenapard. i
HAIMCHOBARNE, TOBAPHLIT 3HAK IPEANPHATI- 1l‘p)’llll!lpUBU‘{imc HAHMEHOBUHNE, \
NPOHIBOANTCIA (Ha  AHIJHICKOM A3BIRC), | TOBAPHKL IHAK NPSANPUATIHA- 1
HAHMEHOBARNE LPCANPUATIA-NPONIBOLITEIH, { HPOIIROITC/A (HA AHFIHACKOM AIRIKC),
JIeKAPCTREHHYIO (POPMY, J03HPOBK, o0beM | HaMMCHORAHIE fPCANPUSTIS- \
ppenapata B MA, YCIOBHA XPAHCHHH, NPOHIBOIHTEN, JICKANCTBEHHIA hopma,
HPEAYHPEIITCILILIC HAAMICH («XpanuTe B AOPOBKA, OGHCM  NpEnApaTa B ML l
i HEZOCTYIIHOM JL1s sieTeit mecTed, «[locue VCIORHS XpUHCHIE, |
! pekpwITHS  (hirakoHa  Kari cnejyer NPEIYTIPEeHTeALHEC pagnicn |
3 HCIONL3ORATE B TeueHue 4-X  Helenw»). {(«XpaHuTh B HEJOCTYTHOM 118 acreit |
{ «CTEPUBHO»,  HOMep — ccpum,  14Td wecTeln, «llocsie BEKpsITHS  (PIAKOHA |
i ‘L WIFOTORIEHHS,  laTA  WCTEMCHHA  CPOKA KON CHCIYET HCTIONBL30BATE B TEHCHIE i
j | TFQAHOCTH. 4-x Heeby), «CTEPHIIbHO», Homep
1 Ha KApTOHHOH HAYKe: TOProBoe cepHi,  AATA  HINOTOB/CHIA, gata |
1 l HAHMCHOBAHNC I'Ipl'.‘llllpﬂTil. Fp}’l'lI'HIPDBO'IHGC HCTCUCHHH CPOKQ rOUHOCTH. E
, HAUMCHOBAHHE, HUIBAHIE ] aupec Ha Kapronoii __nauke: Toprosoe|
| l NPERNPUSTIS - [PONIBOIITEIL, TORUPHBIIL HAHMEHOBIHHE npenapara, |
} JHAK l‘ipC,’alllﬂTHﬂi = llpUl-l'JBD.'lll‘l'CJl}! (na myuunposomwe uam.;cuoummc.uu'.mmu:c
! AHIIHTICKOM S3BIKE), JIEKAPCTBCHAYH hopmy. B oadpec NpeANpHATHS - NPORIBOINTEILL,
; J03HPOBKA, COCTAB HA 1 sma npenapara ¢ ‘rosapHbiil HUK HpeanpHATIA -
| yKATAHHEM  HAHMEHOBAHIA i KOQIHYECTBA npongsomiremt (Ha auITIMICKOM  A3LIKS),
{ Aefiersyionux  Bemecrs 8 MU | sekapersenias GOPMA, JOIHPOBKA, COCTAB
'; (ICPEeUHCIIEHIIEM BCHIOMOTHTENBHEIN BCLLECTB, wa 1 aa npenapata € )'Kusaunc.\ll
| | obbem upcnupu‘ra B M, YCHOBI‘UI XPUHL‘HII.!L I.HH-lJ\lL“l!OUCIH]iH H KUJIH‘IL‘C'I‘BUW
! HPCIYNPEINTEIIBHBIC HALTHCH («Xpauuts B seficTeylownx  sewects 8 MU "
| HELOCTYTHOM s aerei mecre!y, HCPEHIICIICHHEM BCHOMOIATCILIEIN
| ' «CTEPHILHO», «Ilociie BCKPLITIA (parakona BOLLCCTE, OObLEN NPENapaT B M, YC/IQB
- 1 KAIN CACYCT HCTOMBI0BATH B TEHCHHE 4-x XPAHCHIS, (PEIYNPEIHTeibHbIE HWLIHCH |
" nenedb.y, «Jlo3HpoBKad, HOKA3ANHA 1 Apyras («XpaHuTe B HEJAOCTYITHOM  1LH ;1L‘*l'ci'|\_
| I itHgopsIaihi: CM. HICTPY KILHIO no secrehy, «CTEPHIILHO», «Ilocuie;
I l HPHMCHEHIION),  HOMEp - CCpHIL naTa pokpbiTHs  uUiakoHa  Kamam o CeLyen
1 | HCTCHCHIA CpoKa IOAHOCTH, HCNOIBIOBATE B reHCHNC 4-x  HeUCHbL.».
| } perncTpAlOHHBLIL - HOMCD, WITpHX KO, «/Tosiposka,  noxazadus o # apyras!
'1 \ VCIOBHA OTHYCKa 113 ANTCK. JlonoaHNTEALHO idopyaLlA:  CM. MHCTPYKWIO - 110y
| ‘ HAHOCHT  TEXHOAOUHHECKY IO wngopmauiio NPHMCHCIHION),  HOMEP cepuil, Jata |
, (suyrpennnii - ko1 W apaakoL). Ha HCTCHCHHA CpOKd FOUHOCTIL |
i KAPTOHHYIO TRy MOryT HAHOCHThCH PEriCTPALONHbI  HOMEP,  WTPHX KO
: “ cpencTsa nAacHTI(PHKALHK CHCTCMBL YCJOBHA OTTIYCKA 13 AUTTCK.
{ i MOHITOPHHIA  ABHAKCHHA JICKApPCTBCHHBIN JLONONHHTEIBHO HaHCcCeHa
‘ ! npenaparos (asymepublii LWITPHXOROTT KOZL W TEXHOMOIHYCCKAA unopmaL
| apyrie). (puyTpennnii kon 1 hapMaroL).
13 NpaHeniie | [pu Tempeparype HE BHIUIC 25°C. _CoorseicTsyer
16 | Cpok rogsocti | 3 roza _~:Cobracicigyer

| Koneunblii npenapat COOTBETCTBYCT/ HECOOFHEFEHRYeT TpefoBAHHAM HJK11:008
r - 7 f

[ upewrop Kowrpoas Jorodaty Panyka /
_Kauecrwa [
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