MUHHUCTEPCTBO 3/IPABOOXPAHEHMSI
POCCUICKOM GEEPALIN
Perncrpannonnoe yiocropepenne

JEKAPCTBEHHOTO Hpenapara aast MEAHNNHCKOTO NPpHMCHCHHIS
JITI-Ne(003589)-(PT'-RU

(HOMEp PErHCTPALHOHHOTO YAOCTOBEPEHHA JIEKAPCTBEHHOIO MPEIapaTa)

B cootserctsun ¢ IlpaBriaMu perucTpaLii i SKCIEPTH3bI IEKAPCTBEHHBIX CPEICTB AU Memmuncxor%
NPUMEHEHHU, HACTOAIIEE PETHCTPALMOHHOE YI0CTOBEPEHHE BHLIAHO: i1 f' H
Bl

Iyl
HanmeHoBanue Jepxares 3aKpITOE aKIMOHEPHOE OOWIECTBO ‘; "
PerucTPAalHOHHOTO YI0CTOBEPeHHS: "Kanongapma nponaxin’” Vel
(3A0 "Kanonpapma npogaxumn"), Poconst =

AJpec JepaxKaTe/s perucTpanHoHHOro 141100, Mockogckas 061, r. lllenxoso,
YAOCTOBEpEeHHA: yi1. 3apeunas, 1.105

JlaTa perucrpanun: ; : 03.11.2023

JlaTa ucTedeHHs CPOKa AeiicTBHA =
PerncTPAHOHHOIO YAOCTOBEPEHN:

| laTa moaTBepKACHUA PEruCTPALIHE
(wepeperucTpannn):

Jara BHeceHusl H3MeHEHH
(nepeodopmiienns) B perucTpauHoHHoe
yAOCTOBEpeHue:

‘| laTa perucTpauuu B peepeHTHOM . 03.11.2023
- |rocyaapcrBe: .

H nomepwxaer 4TO JIEKapCTBEHHLIN IIpenapaT 3aperucTPHPOBaH U pasperieH K MGI(KI.{HHCKOMY NPHUMEHEH
HA TEPPHTOPHH! !

Poccuiickoii @enepauun

(rocymapeTBo — wineH EBpasuiickoro 3JKOHOMHYECKOTO COI03a)

Hudopmanus o 3aperucTpHpOBaHHOM JIEKAPCTBEHHOM Iperapare.

Toprosoe HaHMeHOBAHHE JIEKAPCTBEHHOTO Jleserupaneram Kanon
npenapara:

MezayHapo/IHOe HeNaTeHTOBAHHOE JleeTupaneram
nanMenoBanue (VHH), win ofmenpuHsToe
{(rpynnEpoBoYHOE) HAUMEHOBAHHE, HJIH
XHMHYECKOe HAMMEHOBAHHE AKTHBHOMN
thapmaneBTHYeCKOl cy0cTaRHI

(npu oreyrereun MHH):

JlexapcTBennas popma: s TabNeTKH, MOKPBITHIC INICHOUHOH 060/109K0

Hosuposra(-u): AN 250 mr, 500 mr, 1000 mr

™

@opMa(-bi) BBIMyCKA: *|TabneTKy, NOKPLITEIC IICHOYHOH 000I04KOiH,

250 mr, 500 mr, 1000 mr (koHTypHAs d49cHKOBasg
ynakoska) 10 x 1/3/6 (mauka kaproHHas)

TabIeTKH, MOKPHITEIE TUICHOYHOH 000/104KOi,

250 mr (koHTypHas sueiikoBas ynakoska) 15 x 2/4 (i

KApTOHHAs)
TabneTkH, TIOKPHITHIE TUICHOYHOH o%onoq]c%g




Crpanuia 2 perscpaliHoHHOro y I

ropsperE e UL 1(003589)(PL-RL)

TabIeTKH, IOKPHITHIE TUICHOYHOH 000JI04KOH,
500 mr (6anka) 30/60 x 1 (nauxa xapTOHHAS)
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Cocras JEeKApPCTBEHHOTO Npenmapara:;

neserupaneram 250.0/500.0/1000.0 mr,
BCIOMOraTeNbHBIE BEUeCTBa (Kanblus CTEapaT, KpeMHHs
JHOKCHI KOJLIOUIHBL, KpOCKapMeI103a HaTpus,
manHuTol, noBraoH K-30, nemmonosa _
Mukpokpuetannugeckas (tun 101), obonouka mieHouHas!
Omnappaii I 85F205008 curmit [MOTHBHHUIOBBIH CIIUPT,
Maxporo (HOMHATHIEHIVIHKOIE), TAJIBK, THTAHA JHOKCHII,

KpacuTeNns HHIMIOKAPMITH, KPaCHTENb KpacHBIi
[04apOBATENLHEIH])
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Cpox rogHocTH:

3 rona

Hudopmanus o Ipou3BoAuTeNIe IeKapCTREHHOTO Npenapara (Ha3BaHus U aipeca NPOU3BOICTBEHHBIX MIONIATOK,
YYacTBYIOLMX B NPOIECce NPOH3BO/ICTBA JIEKapCTBEHHOIO Npenapara)

Ne

Cranus npoH3BoACTBA
(Bce yuacTHHKH
NPON3BOACTBEHHOTO
nponecca)

Ha3zsanue OpraHu3auHu

Anpec MpoH3BOJACTBEHHOH MIOTIAKH

ITpousBoacTBO TOTOBOI
JIEKAPCTBEHHOH (hOpMEI

3aKphITOE aKIHOHEPHOE 0BIIECTBO
"Kanondapma npofaxmn” (3A0
"Kanongapma npogaxin"), Poccus

MockoBckag 0611, 1.0, Hlénkoso, 7 /17
r. [llénxoBo, yiu. 3apeunas, a. 105;
Mockosckas 067., r.0. lllénkoso,

r. HlénkoRo, yn. 3apeunas, ctp. 1055,

K. 12 ; -

KOHTPOJIb Ka49€CTBa

2 |IlepBuuHas ynakoBKa 3akpeIToe aKkuMoHepHOE obmecTBo | MockoBckas 06, I.o, l[énkoso,
"Kanongapma npoaaxui" (3A0 r. llgnkoBo, yi. 3apeunas, . 105;
"Kanondapma npopaxum"), Poccus | Mockogckas 0611, r.0. llgnkozo,
: r. lllgnkoso, ya. 3apeunas, crp. 1055,
k. 12
4 |BropuuHas ynmakoBKa 3akpelToe aKuHoHepHOE obmecTBo | Mockosekas o6, r.0. Il]émkoBo, |
"Kanongapma npogakmin” (3A0 r. I1lénxoBo, yi. 3apeynas, 1. 105;
"Kanoncdapma npoaakmn"), Poccus | Mockosckas 061, T.0. [I]énkoBo,
r. lIlénxoBo, yn. 3apeunas, ctp. 1055, -
Rty
MockoBckas 001, r.0. lllénkoso,
r. lllénkoso, yi. 3apeunas, ctp. 1055, k. 1
5 |Bomyckaromuit 3akpriToe akioHepHoe obmecTBo | Mockosckas o0, r.0. HIgnkoso,

"Kanondapma niponaxun” (3A0
"Kanordapma npopakiy"

r. H{gnkoso, yi1. 3apeunas, crp. 1055,

3amecTuTens MuHucTpa

C.B. I'naro;ies




