MHHUCTEPCTBO 3/IPABOOXPAHEHW S
POCCHUMUCKOHU DEEPALIUN

PerncipalinoHHoe YIOCTOBEPEHHE

JAeKAPCTBEHHOTO Hpenapara LI MeINIMHCKOI0 NPUMeHeHns
JIT-Ne(001663)-(PI'-RU)

(HOMEp PerucTPaLOHHOrO YI0CTOBEPEHHS JIEKAPCTBEHHOTO Mpeapara)

B COOTBETCTBHM © HpaBnnaMH PEruCcTpaLiy U IKCIIEPTU3bI ICKAPCTBEHHBIX CPEICTB /1S Me;mmmcm 3
NPUMEHEHUS, HACTOALLEE PETUCTPALIMOHHOE YAOCTOBEPEHHUE BbIAAHO:

HaumenoBaunue aepxarens OOb111eCTBO ¢ OrPaHUUEHHOI OTBeTCTBeHHocTL

- PErHCTPALHOHHOIO YAOCTOBEPEHHS: (000 "Smapa"), Poccus
Aspec aepiKaTelisi perucTpauMoHHOro 601122, Bragumupckas o0, HeTymanm
_ YAocToBepeHust: r. ITokpos, yi. @panua lllTonssepka, 1.

IlaTa pechpauun- = 12.01.2023 2

_.‘Ila*ra HCTeYeHUs! cpoxa JeHCTBUS 12.01.2028
 PErHCTPAIHOHHOIO Y/10CTOBEPEHHSI:

JlaTa NOATBepKAEHNS PErHCTPALHH
: (nepepechpauuu)

Jata BHeceHHs] H3MEHeHH i
(mepeodopmiieHHsT) B perucTpauHoHHOe
'YAocToBepeHHe:

Jara pernc'rpauuu B pe(pepeHTHOM = 12.01.2023
TocyiapcTBe:

U [OATBEPIKAALT, YTO JIEKAPCTBEHHBIH Nperapar 3aperucTpUpoBaH U PA3PELLICH K MEULIUHCKOMY npmvien
Ha TePPUTOPUHU:

AT

ST

Poccuiickoit @eneparumn

(rocynapcTso — unen EBpasuiickoro 3KOHOMMUYECKOTO COI03a)

I/IHQ)opmaum 0 3apernc1"puposaHH0M JIEKapCTBEHHOM Mpenapare

8 Topronoe Haumeﬂosauue JIEKAPCTBEHHOTO METUJINIPEAHU30JIOH
/ _npenapara: : \ :

Memynaponnoe HenaTemoaannoe Metunnpennu3onon
‘HauMeHnoeanue (MHH), nin o6uenpunsiroe {
f(rpynnuponoquoe) HaHMEHOBaHHe, MU

' XHMHYECKOe HAHMEHOBAHNE AKTHBHOH
gxqmpmamanm/mecxcoﬁ cyOcTaHUuu

‘(npn orcyrerBun MHH):

JlexapcTeennas gopma: JUO(UIN3AT Ul NPUrOTOBJIEHUS PACTBOPA
BHYTPUBEHHOTO M BHYTPUMBILLIEYHOTO BBEJICH

3 ﬂ03“p03Ka(_“) ‘ SRS

:(Dopma(-u) anycxa: JHO(BUIN3AT 115 IPUTOTOBJICHNAS PACTBOPA IS

i BHYTPUBEHHOrO ¥ BHYTPUMBILICYHOTO BBeAEHUS, 250
(amnyna) x 1/3/4/5/10/20/25 (nauka kapToHHAs);
[muodunusat nns npuroToBneHus pacTeopa s
BHYTPUBEHHOIO ¥ BHY TPUMBILIEUHOTO BBEAECHU, 25¢
(amryna) 1/3/4/5 + pacteopurens € /B9 851 1
aMl'I na 4 MJT X 1/3/4/5 x1 (mauka KapTOHHas);

HIHHtI




Crpanuua 2 perucrpaunonHoro ynocrosepenus Ne JII-Ne(001663)-(PI-RU)

JHO(UIU3AT [J1sl IPUTOTOBJIEHNS PACTBOPA ISt
BHYTPUBEHHOIO M BHYTPUMBILIEYHOTO BBEACHHUS, 250 ML
(amnyna) x 50 (nayka KapToHHas) (A1 CTALMOHAPOB);
[nuodunusaT Ans NpUroTOBNEHUs pacTBOpa Als
BHYTPUBCHHOI'O W BHYTPUMBILIEYHOTO BBEACHU, 250 Mr
(amnyua) x 10/25 + pacteoputens - "Bona ans
MHbeKUMIA" (ammyna) 4 ma x 10/25] x 1 (nauxa
KapTOHHasA) (U1 CTALHOHAPOB);
MO(UIM3AT 11 MPUTOTOBIICHHs PACTBOPA st
BHYTPUBEHHOTO M BHYTPMMbILIEYHOTO BBeACHMUS, 250 M
(ammyia) 250/500 (kopoOka KapToHHas) (mis
CTalMOHAPOB);
[HodunusaT A5 NPUroTOBIEHMS PaCTBOPA s
BHYTPUBEHHOI'O W BHYTPUMBbILIEYHOro BBeAeHUs, 250 MI
(ammyna) 125/250 + pacroputens - "Bojaa s
vHbeKUMH" (ammysta) 4 Mt x 125/250] x 1 (kopoGxa
KapTOHHasA) (11 CTaLHOHAPOB)

13 CocraB jJ1eKapecTBEHHOIO npenaparta: METUIINPEAHN30I0Ha HaTpusl cykuuHar 331.5 mr
[cooTBeTCTBYET METHIINIPEAHM3010HY 250.0 Mr],
BCIIOMOTaTeNbHbIe BELecTBa (HaTpus auruapogdocdara
AUTMApPAT, AMHATPUs ruapodocdar 6e3BOHbIN, HATPUS
TUIPOKCHU)

14 | Cpok rogHocTH:

3 roga

MrpopmaLiis 0 Npou3Bo/TE e IEKAPCTBOHHOIO NIpenaparta (Ha3BaHus U afpeca POU3BOACTBEHHbIX MIOMAI0K,
YHacTBYIOILHX B IPOLECCE NPOM3BOACTBA JIEKAPCTBEHHOrO Npenapara)

Ne | Crazusi npou3BoacTea
(Bce yyacTHUKH
NPOH3BOACTBEHHOIO
npouecca)

HaspaHue opranusauun AJipec NpOU3BOACTBEHHOI IIOIAAKY

1 | I1pon3BOACTEO rOTOBO
JIEKapCTBEHHOM (OPMBI

OO11eCTBO € OrpaHUYEHHOM
OTBETCTBEHHOCTBIO "Diapa’
(000 "Imnapa), Poccus

601122, Bnagumupckas o0,
IMeTymmnckuii paiios, r. [Tokpos,
yi1. ®panua lItonesepka, . 20, c1p. 2

2 | IlepBuyHas ynakoBka O0111eCTBO ¢ OrpaHUueHHOM
OTBETCTBEHHOCTHIO "Dijiapa”

(OO0 "Dnnapa'), Poccus

601122, Baagumupckas o611,
ITeTymunckuii paiioH, r. [Tokpos.,
yi1. @®panua lronssepka, a. 20, ctp. 2

(U9}

BropuuHas ynakoska

OOBLiecTBO ¢ OrpaHUYEHHOM
OTBETCTBEHHOCTHIO "Diiapa
(OO0 "Dnnapa'), Poccus

601122, Bnagumupckast 001,
IMeTymuHckui paiion, r. [Tokpos,
yi1. @paniia Hitonssepka, a. 20, ctp. 2

4 | BoiycKarouui
KOHTpPOJIb KayecTBa

OO11eCcTBO ¢ OrpaHUYEHHOM
OTBETCTBEHHOCTBIO "DJiapa”
(OO0 "Dnnapa"), Poccus

601122, Bragumupckas o6ir.,
[Merymunckui paiios, r. [Tokpos,
yi1. ®panna Lronseepka, 1. 20, crp. 2

Ilepsrrii 3amectutens Munucrpa e B.C. ®ucenko

(moamuce)

M.IL





