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B JAEKJIAPAITUSL O COOTBETCTBUH ﬂ

AEKJIAPAHT, IIPHHUMA O[T AEKJIAPAIIMIO O COOTBETCTBUH
000 "POMDAPMA" "

Ceedenus o pezucmpayuy opeanusayuu: Medcpationnan uncnexyus Dedepansroii nanozoeos; cnyoicher Ne 46 no
2 Mocxse 01.01.2008. O PH 1037700128806, dama npuceoenus OI'PH (04.02,2003.

Adpec: 121596, - Mocxkea,yn. I'op6ynosa, 0. 2, emp. 204. Teneghon.:8(495)269-00-39

B nuye: Ienepansiii oupexmop Hluxos T

Hosepennoe myo. Xopura O.B, doseperrocms Ne] om 09.01.2019 2

3ASIBJUIET, YTO

flekapcmaenroe cpedcmeo: Hyonpocm, kanw anasmvie 2.5 M, qbﬂamybz-xaneabuuqu (1), nauxu kapmonnwie,
PY Ne JITT-002006 om 19.02.2013 (Oama 3avenv: PY 03.04. 2018), cepun 1919011, napmus 17704 ynakosox,
eoden do (1.11.2022, npoussodcmea K. O, Pomchapy Komnanu C.p.JI, Pymotnus, ya. Epounop 14, Omonens,

075100, koo OKIIJ2 21.20.10. 261, kod TH B3 3004390001, KoHmpakm Ne 013-2012 om 20, 01.2012, unsoiic
Ne 0000006929 om 08, 11.207 9

COOTBETCTBYET TPEBOBAHUSIM

JIT 002006-190213 1am, Ne [-2

AEKJIAPALINA IIPUHSITA HA OCHOBAHUH

npomoxon ucnetmanuti Ne H19-05611 om 25,71 2019 000 "HIIC "Buomexnonozus”, ammecmam
akkpeoumanuu RA.RU.2 1 dMO4, Cepmugpuiam POCC RO.®dM]5.C9] 824 om 25.11,.2019

AATA TPHHSITUS TEKJIAPALIM 26.71.2079
NEKTAPAUNST AEVCTBHTETBLHA 110 07172022
£YS 2y '“z wz . A //
5 yz 4 Xopuna O.B.
nozrrmcr_;/ ®.1.0
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M SR

CBEJIEHHSA O PEI HUCTPAITIH

OPTAH 11O CEPTHOHUKAIINAH, 3APETHICTPUPOBABIIIIIT JEKJIAPAITAIO

POCC RU.0001.11DMI15 OPIAH ITO CEPTHOHKALIHH HIPOJJYKIIHH OBIECTBO C

OI' PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJISI KAYECTBA"

adpec opeanusayuu: 115280, 2. Mockaa, yn. Macmepkosa, 0. 4, sm. 5, nom, I kom. 1., adpec opeana no
cepmugpurayuu: 143581, Mockoscxas oéracme, Hempuncerui padion, dep. Jlewroso, 0, 248, emp. 1, men.:
(495)640-96-69, (495)787-92-78 ed-catim. oykk.peh.

AEKJIAPALIASI O COOTBETCTBUA 3APETHCTPUPOBAHA N POCC RU A-RO.®M15,4.29209/19
JATA PETMCTPAIIAN 26,11.2019
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e MIOANHUCE Pyxosonurens OC
cepmghrcaring.




RO

121596, r. Mockea, ya, FopGynosa, . 2, c1p.3,
yrax 6, nom. IT kom. 20-20A, Ten. +7(495) 269-00-39

IloaTBEp:KAEHHEe COOTBETCTBHSI BEO3HMOI0 JIEKAPCTBEHHOI0 NPenapaTa yCTaHOBJIeHHBIM
TpeboBanuam Ne0039-08/11/19

Toprosoc HAaHMCHOBAHHE Jyonpoct
MesKIyHapoao¢ HENAaTCHTOBAHHOC HAUMCHOBAHHE Jlatanonpoct + Tumomnon
(rpynnHpOBOYHOC HIIH XHMHYECKOE)

JlexapcTBeHHas popma KaIlJIH ITa3HbIe

JlosupoBka -

bopma BEITyCKa Karuu riasHele (GnakoH- KanensHuua) 2,5 Mux 1
(mayka KapToHHAA)

Homep cepun (napTiu) 1919011

O6beM cepuu (TTapTHH) 17 704

Jlara BeIyCKa 11.2019

["oj1en 10 11.2022

Haumcnosanne § agpec mnpoumssomurens (¢ ykasanueM | Ilpomssommrens (Bee cramuu MIPOM3BOJICTRA):

cTa/l1il MPOU3BOACTBA) K.O. Pomdpapm Komnanu C.P.JL, Pymernus/

S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, Otopeni, Romania

Howmep ¥ faTa perucTpalMOHHOTO YAO0CTOBEPEHHS JIT1-002006 ot 19.02.2013

Homep 1 1aTa HOPMATHBHOM JIOKYMEHTALHH JITT 002006-190213, uzm. 1-2
HaumeHoBaHHE M aJapec JepiKaTels pPEerHcCTpalHOHHOIO K.O. Pompapm Komnann C.P.JL, Pymbinus/
YIOCTOBEPEHUS S.C. Rompharm Company S.R.L., 1A Eroilor

Street, Otopeni, Romania

Jlekapersenubiit npenapar JlyonpocT Kamid rjiasable (¢pnaxon- xaneapnunma) 2,5 ma x 1 (madka
KAPTOHHAsS) COOTBETCTBYET TPeGOBAHHAM, YCTAHOBICHHBIM NPH €TI0 rocyAapcTBEHHOH perHcTpanuu.

3aBOICKOI ACTOPT (CepTHMUKAT aHanu3a KOHEYHOTO npenapara) Ne 1919011 ot 06.11.2019 1.

Vioniomoucunoe nuio 000 «POMPAPMAY

Hennebepsa B.B.

JloJKHOCTL: 3aMecTHTENb TCHEePaNIbHOro AMPEKTOpa
Jlosepennocts Ne 6/1 ot 11 noabpsa 2019 r.
KourakrHblii Tenedon: 84952690039

InerrporHas nouta: v.dendeberya@rompharm.ru
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Tet +4 021) 35 or—m 0077803007781
Fax ,4 (21) 3504841, E-mall. oflice@rompharm ro

§.C. Romgharm Company S.R.L. - Romania, lifov, 75100 Otopeni, Sir. Ervilor, Nr, 1A
.. CULRO 14359646, RC: J23/1321/2004

e

renaparta Ne 1919011 | Kon Gnanka: CC-F-139

P CeprudraT anainia Konewnoro n
f

e

{ Hpenapai

JVOIPOCT, kanau 21azuse

| Buyrpenuuii Kox 042-oft-ru
ﬂpo:mso:u:'nmnwn cepin 1919011 ;
Jdata npouisoacTra 11,2019 |
L T | 11.2022
s v)_e XaparTepueTik Jonycrimble YC/I0BIs Pe3yabTarhl
| Qunueanne [Tpo3pavunslii SeclBeTHLLA pacTBop COOTBETCTRYET
12 Hoxammuocts i
! | - Matanonpocra CrickTp HCNBITYEMOro pacTEOpA, CHATLIH B COOTBCTCTRYCT E
| obaacti o1 190 10 400 s nonxen 5
| . COOTBCTCTBOBATL CNCKTPY PAcTBOPA !
' | - Tosonoau cranaapTHoro o6pasia JaTAHONPOCTY. COOTBETCTBYCT :
CrexTp HENLITYCMOrO PacTBOPA, CHATHI B
oGnactin ot 190 10 400 um ponxeH
[ - BeH3aIKOHIS XA0pHA COOTBETCTBOBATL CACKTPY PACTROPA COOTBETCTRYCT
§ CTAHAAPTHOIO OOpAsLLE THMOMOME,
| CnexTp HEMBITYCMOrO PACTROPA, CHATRII 8
j obnacti ot 190 1o 400 nym gomxen
| | COOTBETCTBOBATL CNCKTPY PACTBOPA
| :: craiaaprioro ofpusua GeH3UIKOHHA
3 XJOPHAR,
13 i Ipozpaunocts Pacriop Aos#eH OblTh NPO3PAUHLIM 110 MPO3PAUHKII pacTBOp
CpaBHEHIIO € BONOII,
4 | lBeTHoCTH PacTrop a0imkeH ObITh OECLBOTHEIM, Gecupserybii
5] pll o 015510065 0.1
6 P Oruocure/ibHan Or 1,000 10 1,023 1.012
; 10 THOC T
7 Mexammeckie BilAnMBIC MaCTHLB! JOMKHEl OTCYTCTBOBATE COOTBETCTBYET
| BrartcHns
L 8 iﬁQg_lg,j‘sg’ylloc1‘b Ot 270 10 330 mOcyoab/kr 312
9 i [MocToponune npisecH
! i - JlaranonpocTt | 5-C-aatasonpoct - He Gonee 0,5 Y, 0,12
i ‘ 5,6-Tpanc-naranonpoct - He donee 3,0 Y, 0,78
| Kuenora naranonpocta - He Gonee 1,0 %; 0,07
ToGaa eannuuuag nepacutuduuuponannas | 0,12
| npuseck - ne Gonee 0,5 %; 0,39
| Cysiva HenzeHTHgHUMPOBAHILIX TIpusecei - | 1,71
| He Gonee 1,5 %,
- Tumonona Cyswma npitmeceii- ve Gonee 4,0 %. HO
<0,05
Hisorumonon - ne 6oace 1,0 %, <0,03
Jhoas cAMKENYHAS HEHNCHTHQHIMPORAHHAS
npiMecs - e donee 0,5 %
Cymna npumeceit - He Goaee 1,3 %.
10 HanaeracsMbiii 00LeM He menee 2,5 v 2, 55
|11 CrepiiibHOCTL PactBop a0sken GbITh CTCPHIBHBIM TCPHALHDI
(a2 Koandeersenuoe ’
| | LupeacIcHe i
: | - Maranonpoct ! Or 0,045 10 0,035 mr naranonpocta B 1 M 0,053
i I - Tumonon | Mperapata; 5,02
i - BeH3aIKOHIA X0PIL O7 4,50 g0 5,50 Mr Trvonona 8 1 ma 0,20
| npenapara;
{ 010,18 10 0,22 Mr Gen3aTKOHHA X0pHIA B
- { 1 M npenapaTa. X
13 l Viaroska Mo 2,5 Ma pacTeopa B nonuMepHsil Gnaxor- | 2.5 w1 pactsopa B L\1epﬂb‘lﬁr’_tim‘m__ - |k |8
| KAIIE/LIHLY BMCCTHMOCTLIO 5 MJl 3AKPBITLIH | KANCIbHMILY xsa:ccrm_ \umhi\ Ems:ﬂ T8
5 TIONIMMEPHOI KPBILKOI C | NOJHMEPHOI ol Kaih JLLL Jt _i




To 4 {021) 350 46 40, 00 7T 80, 3007781

) §.C. Rompharm Company S.R.L. - Romania, lifov, 75100 Otopeni, Sir. Ercilor, Nr. 1A,

Fax +4(021) 3504641, E-mail 0 office@rompharm.ro . CUL'RO 14359646, RC: J2311321/2004
| NPCAOXPAHHTE/BHLIM KOJIBLOM. [T0 OZHOMY  |MpeioXpamiTenbHbIM  KoAbUOM.  Omnn
’ (PNAKOHY-KANEBHILE BMCCTE € MHCTPYKIMCH | (pnaKOH-KaneabHULA BMECTE C HHCTPYKUMCH
110 IPHMCHEHITIO B KAPTOHHOIT YIIAKOBKE, 110 IPHMEHEHIIO B KAPTOHHOM YNAKOBKE,
14 Mapruponka 1) Meppuypan yYnarkosra 1) Tlepsuinan YHaKosKa

JCKApPCTBEHHOIO npenapara,

Ha pyeckost sizbike YRa3u1810ms

Ha yTikeTre DAaKoHa: HABANNEC [IPCHApATY,
IPYHIHPOBOYHOC HA3BAHHC, HAJBAHHE
NPEANPHATHA-TIPON3BOAHTENS H CTPAHA,
TORAPHAKI 3HAK OPEANPUAITIIL-
NPOHIBOAITENS (HA aHIIHACKOM A3BIKE),
nexapeTseHuyo Gopay, 00bem dnakoua,
YCJOBHS XPaHSHHA, NPSAYNPECITC/ILHLIC
naarnneir («XpanuTs B HEAOCTYHOM 115
aceteit mecte!», « CTEPHJILHO.»), nomep
CCPHM, JATA IIFOTOBACHMA, JATa OKOHYAHHS
CPOKd TOAHOCTH.

1) Bropuunas ynakosra.

Ha KaPTOHHOMH nayKe: HA3BAHHE
npenapata,  PYNNUPOBOUHOE  HAIBAHMHC,
HAZBAHHC H anpec npenpHATH -
MPOHIBOANTENA, TOBapHBIii IHAK
NPCANPHATHA=-TTPOH3IBOANTENA (Ha
AHTJIMACKOM  A3BIKE),  JEKAPCTBCHHYHO
dopmy. coctas Ha | M1 npenapara
YRAZAHHCM KOMHYECTRA AKTHBHBIX
KOMIOHCHTOR B MP N TICPCUHCICHHCM
BCTIOMOIaTeNLHBIX  KOMMOHEHTOR, O00BEM

dnaxona, yCnoBH4 XpaHeHs,
{npeaynpeanrenbHeie HaanncH («XpannTs
B HCAOCTYNHOM 1A aeTeii  mectel»,
«CTEPUIBHO.»), «Cnocod npHMEHCHHA
CM. MHCTPYKUHIO 1O NPUMEHEHHK.», JATY
HIrOTOBACHNA, HOMEP cepHu, aary
OKOHUAHMA cpoxa rOAHOCTH,
PErHCTPULHOHHLIE  HOMEp, WTPHX KO
ycnosiA oTrycka i3 anter. Ha xapTonHyio

JIHET Y MOTYT HAHOCHTBLCA CpeacTsu
ll,'lCH'I'Ild)l-l Kaliiy  CUCTCMbBI  MOHHTOPHHTA
JIBHAKCHHA  JICKAPCTBCHHBIX  NIpcnapaTos

(ABYMCPHLI WTPHXOBOI KOI M ApyrHe), &
TAKAKC TCXHOJOIHHCCKAN HHC})Op.\IalI]IH
(BryTpeHHHI KOa H GapM-KOA), OpH ITOM
JQTY M3rOTOBJICHNA HC HAHOCHT,

JCRAPCTBCHHOTO Npenmapara.

Ha pyeeroy gipike YRaAIWI8Qion:

Ha stikerrke duakona;: Hassanie
nperapdra, rpyninipoBO4YHOC Ha3BdHHC,
HAa3BAHUC NpeaAnpUATHA-NPOH3BOANTEIA H
CTpaH4d, TORH[JHBI“ JHAK NPeANnpPUSATHA-
NPONIBOANTENS (KA QHIIHIICKOM A3bIKe),
AeKapeTBeHHYO (opMmy, oGbeM prakoua,
YCOBIA XPAHCHIIA, NPCAYNPEAHTEALIBLIC
taannen («XpaniTL B HEAOCTYITHOM /118
acreit seete!y», «CTEPHUIIBHO.»), nosep
CepHi, NaTa WITOTOBACHHA, 14T
OKOHYAHHS CPOKA MOAHOCTH.

2) Bropuunas yniuakoeka,

Ha KAPTQHHOI [IA4YKE: HA3BAHMC
nperapaTa, CPYnHpoOBOMHOE  HAIBAHIE,
HA3BaHWEe MW aapec  [NPCAnpusiTH -
NPOH3BOIITENS, TOBApPHBIIi JHAK
MPCANPHATH-IPOHIBOANTENA (na
AHITHCKOM  H3BLIKC),  JICKAPCTBCHHYIO
dopMy, cocTaB Ha | MI npenapara <
YKa30HHEeM KONH4eCTBa AKTHBHbIX
KOMIIOHEHTOR B MI' H  TNCPCUHCIICHHCM
BCMOMOTATEILHEIX KOMMOHCHTOBR, OO0LCM
dnaxoHa, VeJI0RHS XPAHCHIA,
NPCAYNPEANTCALHLIC Haanueh («XpaHuThb
B HCHOCTYIHOM s JeTell  mecTe!»,
«CTEPHJLHO,.»), «Cnocob
LHPHMECHEHHA: €M, HHCTPYKLHK 1O
MPHUMEHCHHIO. M, aaTy H3rOTOBACHIA.
HOMEP CCpHM, 4Ty OKOHHaHHA CpOKa
FOAHOCTH,  PErUCTPAUMOHHEIN  HOMEp,
WTPHN KO, YCAOBHA OTIYCKA i3 UIITCK,

G s v R i)

|3 Xpanenne

HE.IC] b,

B 3aLBMIIEHHOM OT CBETA MCCTE NP TeMICPATYPE OT 2
[IPEnapaT CICAYeT XPAHHTL NpH TeMNCPaType HE BLILIC 25°C 1 MCTONB30BUTL B TCHCHMH 4-X

a0 8°C. INocne sekpbTua praakona

| Cpok roaunocTn

3 roaa.

| Koncunuifi npenapaT coOTBCTCTBYCT/ HECOOTRETCTDY LT

rpeGosanisy HILJI-002006-190213 sy Ned-25—

| JLpeRTop 07/1e1a 10 KONTPOJII RAMCCTBA
|

Jlorodory Panyka
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