O00YPONMS

121596, r. Mocksa, yn. IopfyHoBa, a. 2, ¢rp.3,
3Tax 6, nom. II kom. 20-20A, ten. +7(495) 269-00-39

IMoarBep:xaeHAe COOTBETCTBHS BBO3UMOr0 JIEeKAPCTBEHHOr0 NPenapara yCTaHoBJACHHbIM
TpebGoBannam Ne(0453-05/08/22

TOpT‘OBOC HAMMEHOBAHHEC

Makcudioke

MexnayHapogHoe HellaTeHTOBaHHOE HAMMEHOBaHHE
(rpynnupoBOYHOE WIH XHMHYECKOE)

MokxkcudnorcalyH

JlekapcTBenHas dopma

Kannu rina3seie

Ho3upoBka 5 Mr/mn

Qopma BEITyCKa Karuiy raasepie 5 mr/mn (Gnaxon) 5 mn x1 (mayka
KapTOHHAA)

Howmep cepuu (naptiu) 2212821

O6bem cepur (mapTvu)/HoMep MHBOMCA, JaTa 8 767/ nusoiic 0000007438 ot 05.08.2022

Jara Beiycka 07.2022

Togex no 07.2025

OKIIA2 /TH B3I 21.20.10.261/3004 90 000 2

HaumeHoBaHue M ajipec TIPOM3BOAMTENS (C yKazaHMeM
CTaauif MPOU3BOACTRA)

[Mpoussopurens (Bee cTamuy NpoM3BOACTBA):
K.O. Pomdapm Komnanu C.P.JI., Pympiaus/
S.C. Rompharm Company S.R.L., Romania,

1A Eroilor str., Otopeni, 075100, Ilfov, Romania

Homep ¥ aaTa perncTpalMOHHOro YI0CTOBEPEHHS

JII1-003810 ot 23.08.2016

Homep 1 naTta HOpMaTHBHOMN JOKYMEHTAUMH

JII1-003810-081021

HavmeHoBaHHE M anpec [epKaTens pPeriCTPaloOHHOrO
YAOCTOBEPEHHA

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

HO,’J,T‘Bep)K,EIGHPle COOTBETCTBHA BBIAGHO HA OCHOBAHMH:

1.3aBOJICKOrO NacropTa NPOU3BOMTeNs (CepTH(UKaTa aHAIM3a KOHEYHOTo [penapara) Ne 2212821 ot 04.08.2022 r.

3axmoueHHe: JeKapcTBennbiii mpenapar «MakcHaoke Kamin raazubie 5 mMr/ma (¢paaxon) S ma x1
(mauxa KapronHas)» cepun 2212821, naprus 8 767 yn., cooTBETCTBYET TPeDOBAHHAM, YCTAHOBICHHBIM
npH ero rocyaapereennoii peruncrpanun (HJI JII-003810-081021).

JlaTa Bimaym noaTeepsxaerns: 26.08.2022 r.

VnonnomoueHHoe jiro 000 «POMPAPMA» Hennebeps B.B.
JlomxHoCTE: 3aMecTUTeNb reHepanbHoro AUpeKTopa
Josepennocts Ne 6/H ot 29 HOAGpPA 2019 1.
Kouraxtabiif Tenepon: 84952690039

DnekTpoHHas moyta: v.dendeberya@rompharm.ru
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| Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81
| Fax: +4 (021) 3504641. E-mail: office@rompharm.ro

S.C. Rompharm Company S.R.L. - Romania, llfov, 75100 Otopeni, Str. Eroilor, Nr. 1A,

CUI: RO 14399646, RC: J23/1321/2004

Ceprndukar anann3a KoHeqHoro npemapara Ne 2212821 | Kox moxymenta CC-F-139
IIpenapar Maxcudaore Kaniu riasgbie 5 mr/mia
Cepus 2212821
Jara npou3BoacTBa 07.2022
T'ome oo 07.2025
Ne XapakTepuCTHKH Yenosys AonyCcTUMOCTH PesyabTaThl
3e1eH0BaTO-KEeNThIH, IPO3pPaYHBIH
1 Onucanue CootBercrByeT
pacTBOp
Bpemst yaepkuBaHus OCHOBHOIO
IMKa Ha XpOMAaTorpamMme
HCIBITYEMOrO PacTBOPa JOJDKHO
gm0 COOTBETCTBOBATh BPEMEHH
: epXKUBAHUA OCHOB ' [IMKA Ha
2 - MOKCH(DIOKCALHH YACPHH ARLICISIRI I CooTBercTByeT
XpOMAaTOrpaMMe CTaHAAPTHOTO
pacTBopa MOKCH(IOKCALNHA
ruppoxnopuna EP CRS (oM.
pasnen «KonuuecTBennoe
onpeneneHuey).
Bpems yaepuBaris OCHOBHOTO
[IHKa Ha XpOMaTorpaMMe
UCTIBITYEMOTO PacTBOPa JXOJDKHO
COOTBETCTBOBATH BPEMEHU
[TopnMHHOCTS:
3 9 YIESPXKUBAHUS OCHOBHOIO TIHKA Ha
- GOpHOH KHCIIOTH ‘ ‘ CootBercrByeT
XpOMAaTOTrpaMMe CTaHJAPTHOTO
pacrBopa GOpPHOI KHCIOTEL (CM.
paszmen «KonuuecTBeHHOE
OLIpEJIEIICHHUEN).
Ipenapar DospKeH OBITE .
4 IIpospaunocTs poliapat i Ipo3pauneiit
[IPO3PAYHBEIM
[Ipenapar fo/mwKeH BEIAEPIKUBATE
5 ITseTHOCTD PERAPAT.A AP CootBercTByeT
cpaBHeHue ¢ aTaoHoM GY
6 pH 016,3 10 7,3 6,8
OTHocUTENEHAS ' '
7 Ot 1,000 no 1,018 1,008
IUIOTHOCTB :
8 OCMONSIILHOCTD Ot 260 mo 320 MOcmonb/xr 286
Mexanuueckue BupumMple yacTUIE! AOIDKHLI
; : CooTBercTByET
9 BKJIIOYSHHS OTCYTCTBOBATH
PoncTBeHHbIe IpUMECcH
- JIxo6as enuanyHAs
a He 6onee 0,5% <DL
10 | npuMech
- Cymma ipuMeceit He Gonee 1,5 <DL
O6BeM COTEeP>KUMOT0 ‘
11 He MeHee HOMUHATBEHOTO Coorsercrayer
YIIaKOBKHA
[pemnapat KomKEH GBITE .
12 | CTepumbHOCTH periapar CrepunsHsli
CTEPYITBHBIM
Konuuecrsennoe Ot 4,5 1o 5,5 Mr
13 orpeneneHue Moxcudroxcamusa B 1 M
npenapara 5,07
- MoKcu(IOKcalHa
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KonuyecTrenunoe
14 OIIPENE/ICHHE
- GOPHOM KUCTIOTE

Or12,7 no 3,3 Mr 60pHO# KUCIIOTEL
B 1 M1 npenapara

3,0

VYnakoska

15

ITo 5 mn npemnapaTa OMELIAIOT BO
bnakoH M3 NONUATHIEHA HU3KOH
IUIOTHOCTH, BMECTHMOCTBIO 5 M,
3aKPBITHIY TPOOKOH-KanemsHuIEHR
u _ KPBILIKOH . c
NPEAOXPAHUTENLHBIM KOTBLIOM M3
HONHMITHIIEHA BBICOKO
TIIIOTHOCTH. Ha ¢hnaxon
HaKJICHBAIOT STHKETKY.

IMNo 1 dnakoHy BmecTe C
HHCTPYKIMEN 1[0 IPUMEHEHUIO
NOMEIIAIOT B KapPTOHHYIO IaYKY.

5 M7 mpenapara Bo (praxoHe U3
IIOJIUITHIIEHA HH3KOH
IUTOTHOCTH, BMECTUMOCTBIO 5
MI,  3aKpBITBIM  npoOKoi-
KamenbHUIEN M KPBIIKOH ©
[PEeXOXPaHUTENBHBIM KOIBLIOM
M3  IONU3TMICHAa  BBICOKOM
IUIOTHOCTH, Ha  dumaxon
HaKJIECHA STUKETKA.

1 pnaxoH BMeCTE C
MHCTPYKLIMEH 10 IPUMEHEHUIO
B KAPTOHHOM IayKe.

Mapkuposka

16

Ha pyccxom asvike yraseigarom:
Ha osTukeTrke ¢nakona: TOprosoe
HaMMEHOBaHUE Tperapara,
MEXIyHapoIHOe
HEMaTEHTOBAHHOE HauMEHOBaHUE,
Ha3BaHHe IpeANpHATH-
TIPOX3BOAUTENS u cTpany,
TOBapHBIH 3HAK  IIPEANIPUSTHS-
npou3BOAMTENsS (HA aAHITIMHUCKOM
SI3BIKE), JIEKAPCTBEHHYIO (OpMY,
JI03UPOBKY, 00BEM Npemapara B
M, YCHOBUS XpaHeHus,
TIpeRyTIpEANTEIbHbIE HaIUCH
(«XpaHUTh B HEJOCTYIHOM IS
nmereit mecre!y, «Ilocie BCKpLITUS
drakoHa MCTIONL30BATH B TEYCHUE
4-x  Hemenb.»), «CTepuIsHOY,
HOMEp CEepHH, ATy M3rOTOBICHMS,
JATY OKOHYaHMS CPOKA FOJXHOCTH.

Ha xaprounoit mayke:

TOProBOE HauMeHOBaHue
npenapara, MEXIYHAPOXHOE
HEIATEHTOBAHHOE HAMMEHOBAHME,
Ha3BaHMe W anpec NpPeITpHsITHS-
[POM3BOJMTEN, TOBAPHBIM 3HAK
HIpeIpUATHSI-IPOU3BOIUTENS  (Ha

AHTIMHACKOM SI3BIKE),
TeKapPCTBEHHYIO dopmy,
J03UpOBKY, cocTaB Ha 1 Mx
mperapara ¢ yKazaHuem
HAMMEHOBAHHMS M KOJMYECTBA

(ma  adrmuiickoM

Ha pyeckom sazbixe yrazano:
Ha _ otuxerxke  dnaxona:
TOProBoe HaUMEHOBAHKE
mpemapara,  MeXIYHapoaHOe
HENaTeHTOBAHHOE
HaUMEHOBAHHUE, Ha3BaHHE
HPENNpPUATHS-TIPOU3BOAUTENST
W CIpaHa, TOBAapHBIM 3HAK
NPEINPUATUI-TIPOU3BOAUTENS
A3BIKE),
JeKAPCTBEHHAS! dopma,
JO3WpOBKa, 00BeM mperapara
B MI, YCIOBHS XpaHEeHHWS,
NpeayIpeJUTENbHbIE HATIUCH
(«XpaHute B  HEZOCTYITHOM
ms pereir mectely, «Ilocne
BCKPBITHS dmaxona
HCIIONB30BaTh B TeueHue 4-x
HEJIEnb.»), «CTrepunsHO»,
HOMEDP cepuy, nara
H3TOTOBIIEHMUS, nara
OKOHYAHHMS CPOKa FONHOCTH.
Ha xapToxHO# mauxe:
TOProBoe HAUMEHOBAHUE
npenapara, MEXIAYHAPOIHOE
HEIaTeHTOBaHHOE
HAUMEHOBaHHE, HAa3BaHWE U
anpec NPEIIPUATHS-
TIPOM3BONHUTENS, TOBAPHBIHI
3HAK TIPEATIPUSTHS-
IPOU3BONUTENS (ma
AHTIHACKOM SI3BIKE),
JIeKapCTBEHHAS (opwma,
IO3MpOBKa, cocTaB Ha | Mi
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JEHUCTBYIOIEro BEIECTBA B MI M | mpemaparta € yKa3aHUeM
[EPEUHCIEHIEM HAVMEHOBAHUSI ¥ KOIHYECTBA
BCIIOMOIaTENBHbIX BELLECTB, | AEHCTBYIOIIErO BEILECTBA B ML
obpeM Ipemapata B MJI, YCIOBHUS | U [IePEYUCTIEHUEM
XpaHEHMs, — [PeAyNpeaUTEIbHbIE | BCIIOMOraTeNbHEIX. — BEIUECTS,
HAATIHCH («Xpauuth B | obpeM mpemapara B MI,
HEIOCTYIHOM IJIist meTedt mecre!y, | ycrnoBus XpaHeHus,
«CrepusHo», «Ilocie BCKPBHITHS | NPEOyNpPENUTENBHEIE HAMIMCH
(pmakona ucnons3osats B Teyenue | (KXpaHUTh B HEIOCTYNHOM

4-x Henenb.»), «Crrocob | mst IETCH MecTe!y,
MIPUMEHEHVSA: CM. MHCTPYKIMIO 10 | « CTepribHOY, «ITocne
NIPHAMEHEHHIO.», CEpUI0 | BCKPBITHSL ¢uakona
(«Cepusti»), IaTy UCTEUEHMS CPOKA | UCIIONL30BATh B TEYEHHE 4-X
TOIHOCTH («Comen 10:%), | Henems.»), «Crnioco6

per HCTpaHMOHHLIﬁ HOMED, IWITPUX | MPUMEHEHHUS: CM. HHCTPYKIHIO
KO, YCIIOBUA OTIIYCKAQ, (l)apMKOZI. 1o TIPUMEHEHHUTO.», cepura

Ha xapToHHYO TauKy MOTYT («Cepus:»), JHara HCTEUCHHA
HAHOCHTECS cpencta | cpoka romHoctm  («Tomen
UAeHTU(UKALVH CHCTEMEl | HO™»), PETUCTPALMOHHBIA
MOHUTOPHHIA IBIDKEHUS | HOMEp, WITPUX KOJX, YCIOBHMA

JIEKAPCTBEHHBIX IpernaparoB | OTIIYCKa, hapMKO[,
(mBymepHsI# wTpuxosoi xox u | Ha KapTOHHYIO auky
IpyrHe). HAHECEHEI cpezcraa
' ueHTHUKAIIK CHCTEMBI
MOHUTOPHHTA IBHOKCHUS

JIEKapCTBEHHBIX  NPenapaToB
(OBYMepHbIH IITPUXOBOH KOA

U IpYyrue).
XpaHeHue Ilpu Temmeparype He BBIIE
17 25°C, B opuruHanbHoM ynakoske | COOTBETCTIBYET
((bmakoH B mayke)
Cpox romgsocTa 3 rona
18 Tlocne BCKDBITUA {naxona Coorsercmyer

KCIIOB30BaTE B TeueHue 4-x
HEOCIb.

KoHeuwslif Ipernapar cO0TBETCTBYeT / He-coornerernyes Tpebopanyam HII: JII-003810-081021

Hupexrop Ornena Konrpoas Kavectsa | Jloroaty Pamyka KJ\ “ UA/] 4.08.2022
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