MHHHUCTEPCTBO 3IPABOOXPAHEHM S
POCCHHCKOU GENEPATIUU

Pemnpaunonnoe yaocroBepenue

JEKapCTBEHHOI0 npenapaTa LI MeTHIUHCKOTO IPAMEHeHus
JII-Ne(001918)-(PI'-RU)

(HOMeED perucmaunonnoro YAOCTOBEPEHHS JIEKAPCTBEHHOTO MpenapaTa)

B cootBeTcTBUM C HpaBI/IHaMPI PErucTpanuy U 3KCIIEPTU3EI JIEKAPCTBEHHBIX CPEICTB ISl MEAMLUHCKO!
NPUMEHEHHS, HacTOodLIEee PerucTpallnoOHHOE Y IOCTOBEPEHHUE BbIIAHO:

‘Haumenosauue aepkarens OO6u1eCTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTBIO |
PErHCTPAUMOHHOIO YIOCTOBEPEHHS: (OO0 "Dnnapa"), Poccuss

2 AZpec AepkaTeisi pErHCTPALHOHHOTO 601122, Branumupckas o6, HeTyLﬂPlHCKHﬁ pa
YAOCTOBEpeHHst: r. [lokpos, yi1. ®parua ITonseepka, 1. 20

| ‘ lIaTa pechpamm' 7 = 09.03.2023

,l[aTa HCTeYEHHsI cpoxa ueucn;pm 09.03.2028
'PErucTpauHoOHHOrO YI0CTOBEPEHHS:

AAARARAAAAA

JlaTa noATBepIKACHHS PErHCTPaluH
(nepepechpaunn)

JlaTa BHeceHus nzmenemm
(mepeopopmiieHNs1) B perucTpauHoHHOe
yaocToBepeHne:

Mara perHCTpaunaneq)epeHTHOM == 09.03.2023
rocyaapcrae:

1 NONTBEPXKIACT, HTO JIEKAPCTBEHHBIH NpeNapar 3aperncTpUPOBAH U PaspelleH k MeAHLUHCKOMY npnmeHe 10
Ha TEPPHTOPHH:

-

Poccuiickoii ®enepauuu

(rocyapctBo — usen EBpasuiickoro 3k0HOMHYECKOTo cok03a)

WHbopMaLns 0 3aperucTpHpOBAHHOM JI€KAPCTBEHHOM Mperaparte

8 Toprosoe Haumeﬂosanne .rxelcapcmennoro TOJNMUPUINA®
~ mpenapara:

9 »Me»mynapounoe HeHaTEHTOBaHHOC Tonnepuson+[JIngokaun]
~HanmenoBanue (MHH), nau o6uenpunsitoe -
(rpynnupoBo4HoOe) HAUMEHOBAHHE, HIH
XHMHYecKOe HaHMEHOBaHHe AKTHBHOI
(hapmaneBTHYECKOIi CyGcTaHIN
f(npu OTCYTCTBUH MHH):

HHHHH_AHHH!HHH

JlekaperBeHnas q)opma. PacTBOp [UIsl BHY TPHMBILLIEUHOTO BBEJICHHA

Hllompomca(-n) e RS : - 100 mr/ma + 2.5 mr/mn

*(I)Opma(-u) m,myclca. PacTBOp [UIsi BHYTPUMBIIIEYHOTO BBeAEHUS, 100 Mr/
2.5 mr/mn (amnyna) 1 mi x 5/10/20/25 (naus
KapTOHHAA);
PacTBOp Ul BHY TPUMBILIEYHOrO BBEReHU, 100
2.5 mr/ma (amnysa) 1 mu x 50 (mauka KapTOHHaSI)
CTallMOHAPO
PacTBOP U BHY TPUMBILIEYHOTO ﬁséalglﬂ,q 0024

IAAARAABAARARAARAAAI




13 CocraB 1eKapcTBEHHOTO NpenapaTa:

CrpaHuua 2 peructpaumonHoro yaocrosepenns Ne JIT-Ne(001918)-(PT-RU)

TOJIIEPU30HA TUAPOXJIOPHI (B MEpeCUeTe Ha CYXO0e
Be1ecTBo) 100.0 Mr, JingoKarHa THAPOXIOPHA
(B nepecueTe Ha GE3BOJHOE BEIECTBO) 2.5 MT,

BCIIOMOTaTeNbHbIEC BEeLIECTBA
(MeTHUAMAparuAPOKCHOEH30AT, AUITUIECHTITKONS
MOHOSTHIIOBBIX 21D, BOAA TSl HHBEKLIUIA)

14

Cpok roaHocTH:

3 roma

I/IH(t)OpMaU.I/IH O MPOU3BOJMTEIIE JICKAPCTBCHHOTO Mpenapara (Ha3BaHI/l${ 1 aapeca Nporu3BOACTBEHHbLIX MJIOILA0K,
Y4acTBYIOHIMX B NPOLIECCe NPOU3BOACTBA JIEKAPCTBECHHOTO npenapaTa)

Ne

Craansi npon3BoACTBA
(BCE YYaCTHHKH
NIPOH3BOJCTBEHHOT0
npoiecca)

Hassanue oprannsauumn

Aqpec NpoH3BOACTBEHHOM MIOMAAKY

ITpo1r3BOACTBO FOTOBOMA
JIEKapCTBEHHOW (hOpMbI

OOLIECTBO ¢ OrpaHHYEHHOH
OTBETCTBEHHOCTHIO "DJutapa'
(00O «Dmnapay), Poccus

601122, Bnagumupckas oo,
ITeTymmHckui paiion, r. [Tokpos,
yJ1. ®panua LltoneBepka, a. 20, crp. 2

KOHTPOJIb KaueCTBa

OTBETCTBEHHOCTHIO "Djuapa
(OO0 «2nnapay), Poccus

2 |IlepBuuHas ynakoBka ObuiecTBo ¢ orpaHnyeHHO 601122, Bnagumupckas 0011.,
OTBETCTBEHHOCTHIO "Diiapa” [TeTymmHckuit paiion, 1. [Mokpos,
(000 «Dsnnapay), Poccus yi1. ®panna [lronbeepka, a. 20, ctp. 2
3 | BTopuuHas ynakoBka Ob111ecTBO ¢ OrpaHMUEHHOM 601122, Bragumupckas 061,
OTBETCTBEHHOCTHIO "Ditapa” [MetymmHckuii paiion, r. [okpos,
(OO0 «Dnnapay), Poccus yJI. ®panua llronssepka, . 20, c1p. 2
4 | Beimyckaromuii OO11ecTBO ¢ OrpaHUYEHHON 601122, Bragumupckas o6ur.,

[TeTymnuckuit paiios, r. [Tokpos,
yi1. @panua Hltoassepka, a. 20, crp. 2

3amecruTesnb Mununcrpa
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