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121596, r. Mocksa, ya. 'op6ynosa, 4. 2, crp.3,
a1ax 6, nom. IT kom. 20-20A, ren. +7(495) 269-00-39

[MoaTeep:kaenne COOTBETCTBHA BBO3HMOI0 JIeKAPCTBEHHOI0 NPENapaTa yCTaAnoBJIeHHLIM
TpeboBanusam Ne0021-01/11/19

TOpI‘OBOE HaHMCHOBAHHE

Keroponak Pomdapm

MesxyHapoqHOE HENATCHTOBAHHOC HAUMCHOBAHHC
(rpyNIHPOBOYHOE MIITH XHMHYECKOE)

Ketoponak

JlexapcTBennas gopma

PacTBOp AJIsi BHYTPHBCHHOI'O M
BHYTPHMEILICYHOI'O BBCACHHS

Jlo3uposka

30 mr/mn

®opma BeINTyCcKa

PACTBOP UL BHYTPUBCHHOTO H
BHYTPHMBILLICYHOrO BBCACHH, 30 Mr/mn
(ammyna) 1 ma x 10 (mayka kapToHHas)

Homep cepun (1apTHu) 1917701
O6bem cepul (mapTHH) 13 030
Jlara BBIMyCcKa 10.2019
lopen o 10.2022

Haumenopanne © ajapec MNpoM3BOAMTEN (C yKa3zaHHEM
CTagui NPOHU3BOJICTRA)

Ipouzeongurens (Bce ctannu npoH3BoacTBa):
K.O. Pomdapm Komnanu C.P.JL, PyMuinus/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Str., Otopeni, 075100, Romania

Homep 1 J1ata perucTpaliOHHOr0 YAOCTOBEPEHHS

JIT1-000936 or 18.10.2011

Homep 1 1aTa HOpMaTHBHOH JOKYMEHTAIHH

JIIT 000936-181011, n3m. Nel

HaumMeHoBanue # aJpec JAcpiKaTeiid PCErHCTPAllHOHHOTO
YIOCTOBCPCHHS

K.O. Pomdapm Komnann C.P.JI., Pymbinnsa/
S.C. Rompharm Company S.R.L., 1A Eroilor
Str., Otopeni, 075100, Romania

JlekapcrBennslii npenapat Kerponak Pomdapm pacTtsop 1Isi BHYTPHBEHHOI0O H BHYTPHMbLILIEYHOIO

seefennsi, 30 mr/ma (amnyaa) 1 ma x 10 (mauka Kapromnas) COOTBETCTBYeT TpeOOBaHHAM,

YCTAHOBJIEHHBIM IIPH €ro rocyJapCcTBCHHOI perncTpamuH.

3aBonckoil nacnopt (ceprudurar ananusza koHeynoro npenapara) Ne 1917701 ot 30.10.2019 1.

Vnonaomouennoe iuuo 000 «POMOAPMAY

Jlo/KHOCTD: 3aMCCTHTEIb TCHEPAILHOTO AHPEKTOPa
Josepennocts Ne 6/ ot 11 Hosbpa 2019 r.
Konrakriiniii Tesnedon: §4952690039

Onextponnas nouta: v.dendeberya@rompharm.ru
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Ceprudurat anaansa koneunoro npenapata Ne 1917701

Koa dopaynspa: CC-PelibCA-

1431 Fl ed.lrev.0
Mpenapar KETOPOJIAK POM®APM, pacmsop oas BHYIMPUBLHNOAO 1 BHYIPUNBIHIEUH 020
{ seecder s 30 v/,
Cepun 1917701
Jata uponssoacraa 10.2019
Fosien a0 10.2022
Ne Xapakrepucrukn JonyeTumble yeaorns Pesvabrarni
il Onucanue [1pO3payHas CRETNIO-KENTOr0 HBETA KHAKOCTb. COOTBETCTBYET |
[ 2 Moaauunocte Bpems yaepxusania ocuosnoro nika na COOTBCTCTEYCT
| { XPOMATOrpaMuMe HCNBLITYEMOr0 pacTsopa
| JOJIAHO COOTBETCTBOBATH BPeMEHH !
' YACPAMBAHHA OCHOBHOIV NHKA Ha .
XpOoMaTOrpaMMe CTaHAAPTIIOro pacTopa I
KETOPOIaka TpoMeTaMona.
3 | NMpospatunocrs [Ipenapat ao/mkeH GbITH Npo3pauKbIM NO COOTBCTCTHYCT
CPaBHCHHIO C BOJOI NN BBIACPKHBATH
f CPABHEHHE C TAN0HOM .
’ 4 Lsetnocr, [lpenapar noKeH BbIICPKUBATE CPABHEHHE ¢ COOTBETCTBYET
TaToHOM YGs, _
5 | pH 016,910 7.9 7.3 ]
| 6 | Mexanuueckue | Oteytetsie eudurety qacTiL, o
I | BEIHOMCHIR Hosudwvsie vactiust: e Sonee 6000 yactun | COOTBETCTBYET
pasMeponm = 10 Mrm B amnyae; [
He Sonce 600 yacTiy pasmepos > 25 MkM & COOTBETCTRYET !
amnyne.
7 ’ Mocroponnne npuMeck A - He Gonee 0,5 Y%; HO
E npisecy npumeck B - He Gonee 0,5 %; <0.5
npumecs C - e Sonee 0,5 Y%; <0,5
npimecs D - ne 6onee 0,5 % HO
CIHIHYHOIN HeHACHTHOHIUIPOBAKHHOIT npuMeck - | <0.5
te Gonce 0.2 %;
cymMa npumeceii- He Gonee 2,0 %. <0.5
3 Hisaeraembiii He seree 1,0 s COOTBETCTBYCT i
0GLe 5
9 M10THOCTD Or 0,986 10 1,006 0,997
10 | Bakrtepuaiavuuie He Gonee 5,8 ED/vr ketoponaka TpoMeTanmosia. < 3,8 E3/Mr ketoponaka TposeTamMona
[ IHAOTORCHIILE
11 CTepiabHOCTD Pacrrop n0:mKeH GLITh CTEPHALHBIM, CTCPHILHEILI |
12 Koauuecrsenioe Or 28,5 no 31,5 mr keToponaka TpomeTamona s | | 31,2 ?
onpeaeaeHne M7 npenapara;
Ot 85,5 10 103.3 Mr atanona B | M1 npenapaTa. 90.8
[ 13 Vnaxosika TTo 1,0 M npenapata B amnynsl Tesmoro erekna | Mo 1,0 san npenapaii B ammynsl |
i THAPOJ/IMTHYCCKOro Knacea [ BmecTMoOCTBIO | MOC TCMHOIO CTCKIA  THIAPOAHTHHECKOIQ ;
| 5 KOmbLOM 14 uztoMd. Ha kawayio awnyny [wiacca | BvecTHmocThio | amn ¢ :
" HAKICHBAIOT 3THKETKY. [To 5 ammyn nomewtaror B [koasioM iy imaonva. Ha KOKIylo |
' KOHTYpHBIe svciikosbic ynaxkoskn. [To | wmino 2 |avnyay  Hakaensasor ITHReTRY. llo 5 |
{ KOHTYPHBIX  SMCHKOBBIX  YNAKOBKI BMECTC € |aMmyl  [oMeIaoT B KOHTYPHBIC |
| HHCTPYKIHEH 1C  NPHMCHCHING NMOMEILAIOT B | S4ciiKoBbie ynakossi. [To wm no 2
KAPTOHHYIO [1a4Ky. KOHTYPHBIX  SMCIIKOBBIX  YIUKOBKH
! BMCCTC ¢ HHCTPYKUHCH NO IPUMCHCHIIO |
\ MOMELIAOT B KaPTOHHYIO IaYKY,
[ 14 Mapguposka Hu pyccroy asvire prassiemom: Ha pycerow asvike yrasvigaiom:
Ha_orikerke amnvisl ykaswisaor: Toprosoe | Ha  3THKCTKE aMOVARL  vKashiea
i Haspauue npenapara, HAHMCHOBAHHE | TOProBoc HasBauHe
‘ NPEaNPHATHI-NPOH3BOMKTENS, KOHUCHTPALHIO | HAMMEHOBAHIE
[ B Mr/Ma, JIEKepCTBCHHYIO  (QopMy, 00BEM | IpOM3BOAMTENS,

Npenapara B M/, HOMEP cepiti, CPOK roaHocCTH.

Ha NAUKC YKAIbIBAIOT: TOProBOE HA3ZBAHHC

npenapata, MHH; waumenosanne u aapec

MI/MIL, JIEKapCTRE)

npenapata B i/ Hp“c;p c;pam Bpmg\
FOAHOCTH. {EINY Y
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Npenapar KETOPOJIAK POMMAPM, pacmsop o4 GHYMPUGEHNQOCO U GHVIIPUMBIMCYHO O i

| o ssedend J0 vei,

Cepus 1917701 1

| dara npomwisoactsa 10.2019 ~ |

' Toaen 0 10.2022 N

| Ne Xapakrepucrusu JonycTnmabie YeJI0BIH Pesyvabratet

| NPEANPHATHA-NPOHIBOANTENN, TOBAPHEIN 3HAK Ha nauxe YK&3BIBAIOT: TOPropoe |
NPEANPHATHA-IPOH3BOANTEA (na HA3RaHe npenapara, MHH:
aHMNACKOM A3bIKE), JCKapeTBeHuylo (opMy, HAOHMEHOBAHME - adpec

KOHUCHTPALHI B MI/MJ; KOIHYECTBO aMIyi,
ofbeM mpenmapara B MA, cocTaB Ha | i
npenapara ¢ yKasuaHHEM  Ha3BAHMA W
KOJIMYCCTB2 B MI' dKTHBHOIO BELIECTBA M
HEPEYHCIICHHEM BCIIOMOTATeALHLIX BElIECTB,
YCIOBHS XPAHCHHA, « XPAHHTL B HEAOCTYITHOM
ans  aerein wmectely,  «Buytpusentio.
Brytpuybrneyno.», «Crepunshon, ycnosus
OTNYCKA M3 ANTCK, HOMCP PErHCTPALHOHHOTO
yaoctosepeHs P®, aaty H3rotosneHus.
HOMEP  CepPHH, 14Ty OKOHUAHHA  CPOKa
FOAHOCTH, IWTPHX-KOAL,

Ha KapTOHHY0 Na¥Ky MOIYT HZHOCHMTBCA
cpeicrTsa HACHTHHKALNH CHCTEMb!
MOHHTOPDHHIA ABHACHHA JCKAPCTBEHHBIX
MpenapaTos (ABYMEpPHbI WTPHXOBOH KO 1
apyrue), a TAKKE TEXHONOTrHUCCKas
HHpOPMAUHA (BHYTPEHHEMIT Kod H papMakoa),
Opi 3TOM J4TY HM3roTOBACHHA HE HAHOCAT,

NPeANPHATHS - NPOH3IBOANTEIA,
TOBAPHBIE 384K NPeANpHATHA-
NPOU3BOAHTCNA  (Ha  QHrIHICKOM
A3BIKC),  JICKAPCTBCHHYW  dopmy,
KOHLCHTpauM 8 MI/ALLG
KOJIHYCCTRO amnyi, o0beM
npenapara B MA, COCTAB Ha | M
DPEenupaTa ¢ YKa3aHHCM HA3BAHNA I
KOMHYECTBE B MI'  AKTHBHOTO
BCLICCTRA u NCPCHHCACHHEM
BCTIOMOTATCLHbIX BCLUCCTR,
YCIOBMs  XpaHeHs, «XpaHuTh B
HEJOCTYHHOM 218 AceTeii mecte!»,
«BryTpiBerHo.
BuyTpusbiuedno.», «CrepnasHon,
YCIIOBHA OTMYCKA H3 anTeK, HOMCp
PErHCTPAUHOHHOTO  YAOCTOBCPCHIIS
P,  nary wsroTomicnns,  Hosmep
CCpHM, 1aTy OKOHYQHHA  CPOKA
FTOTHOCTH, LWTPHX-KOA.

15

Xpaunenne

B 3amimnmenHoM OT CBETA MECTE, NPH TeMnepaType He Beie 25°C,

16

CI)OK FOJIHOCTH

3 roaa,

KoHeuHblii npenapar cooTBeTcTBYET/ He-eoornerernyer TpeGobannam HI JIT 000936-181011 Ham. Nel

Aupertop 0TA¢I2 N0 KONTPOJIIO KaecTBa

Jlorogaty Panyka

30.10.2019




