SRR

EBPK3I/IIICKI/II/I SKGHOME‘IECKHII CDID3 “

FerHcTPalHoOHHOe } [0CTOBEpPEHUE
ITA A8 MEITHIUHCKOTO NPUMEHEHU S
JIH-N0(001466) (PT-RU)

(HOMEp PErHCTPALIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO NPENapaTa)

o

B cootBeTcTBUM C HpaBnnaMn PErHCTPAllMH U SKCIEPTHU3EI JICKAPCTBEHHBIX CPCACTB IS MCILHHHHCKOFO
NPUMCHCHHA, HACTOAIEE PETUCTPALMOHHOE YAOCTOBECPCHUEC BEIZIAHO!

1 |HanmenoBanue qep:xarens OOIIECTBO € OTPaHMYCHHON OTBETCTBEHHOCTHE) "3Jmapa

PEerucTpalHOHHOr0 yA0CTOBEPEHUS (000 "Ommapa'), Poccus

2 |Agapec aep:xaTenasi pErHCTPALHOHHOIO 601122, Branumupckas o6, IlerymmucKuit paiioH,
yA0CTOBEepeHus: r. [Toxpos, yn. @panua Llltonseepka, 1. 20/~
Jara perncrpanumu: 28.11.2022 z
JlaTa ucTedeHHUs CPOKa AeiCTBHSA 28.11.2027

PErucCTPafuoOHHOr0 yaI0CTOBEPEHUs:

5 |JdaTa NoATBepPAICHUS PerHCTPALME
(nepeperucrpanuu):

6 |/Jara BHeCeHHS H3MEHEHHUIH -
(nepeodopmieHHs) B pErHCTPANIHOHHOE Z
YAOCTOBEpeHHE:

7 {/laTa perucTpanuu B pedepeHTHOM 28.11.2022 =
rocyaapcrae: 2

U TIOZITBEPXKAAET, UTO JIEKApCTBEHHBIH IIPenapaT 3aperucCTPHPOBaH U Pa3pelieH K MEAULUHCKOMY npumeﬂeﬂmo
Ha TePPUTOPHIL:

Poccuiickoit enepanuu 2

(rocymapcTBo — wieH EBpasniickoro 5K0HOMHUYECKOrO COKO3a)

Mudopmarus o 3aperucTpHpOBaHHOM JIEKAPCTBEHHOM TIPENapare

8 |Toprosoe HamMeHOBAHME JIEKAPCTBEHHOTO KEJIE3A (IIT) THAPOKCH T CAXAPO3HI:I;ﬁ
npenapara: KOMIIJIEKC A
9 MeXayHapoaHOe HEMATEeHTOBAHHOE XKenesa (III) THAPOKCHJ{ CaXapO3HEIii KOMILIEKC:

HauMenoBanue (VMHH), nim o01menpunsaToe =
(rpynnupoBoYHOE) HAUMEHOBAHUE, N <
XMMHYECKOe HAUMEHOBAHNE AKTHBHOM 2
(hapmaneBTHYECKOM Cy(CTAHIMMI

(upu orcyrcrBun MHH): =
10 [JIexkapcrBenHas ¢gopma: PacTBOp il BHYTPUBEHHOIO BBEACHUS S
11 |Jdo3uposka(-u): 20 mr/mn &
12 |®opma(-bI) BeIIyCKA: PacTBOP [JIsl BHYTPUBEHHOrO BBeAeHus, 20 Mr/min =

(ammyna) S M x 1/3/5/10 (mayka KapTOHHAs);
pacTBOp U1 BHYTPUBEHHOrO BBeAeHHA, 20 Mr/Mi =
(ammyma) S mu x 20/25/50 (mauka kaprouHas) (aus
CTal[HIOHAPOB); B
PACTBOP /s BHYTPHBCHHOTO BBC/IpIHiIS, /ML
(ammyna) 5 M x 250/500 (xopo6Ka KapTOHHAS) (;um




Crpanuna 2 peructpanuonsoro ygocrosepenus Ne JIIT-Ne(001466)-(PT'-RU)

13 |CocraB JeKapcTBEHHOIO Mpenapara;

xenesa (IIT) rugpoxcuy caxaposHsrit komiieke 363.6 Mr
[cooTBeTcTBYCT copepkanmto xenesa (III) 20.0 mr],
BCIoMoraTenbHele Beuectsa (1M pactBop
XJIOpPHCTOROZOPOIHON KHCIIOTHL Wik 1M pacTBop HaTpus
THAPOKCHAA, BOAA ISl HHBEKI[HIA)

14 |Cpoxk rogHocru:

2 rona

Hudopmanyis o DpoH3BOUTENE JIEKapCTBEHHOTO NMpenapaTa (Ha3BaHus U afpeca MPOU3BOACTBEHHBIX MIOAI0K,
YYaCTBYIOIIUX B NPOLIECCE MTPOU3BOACTBA JIEKAPCTBEHHOI'O MpenapaTa)

Ne | Cragusi IpoM3BOACTBA
(BCE yYaCTHHKHU
TPOU3BOACTBEHHOT O
npouecca)

Ha3zBaHnue OpraHu3anun

Anpec NPON3BOACTBEHHON IIOMIAAKY

1 | IIpou3BoacTBO rOTOROI
JIEKapCTBEHHOU (HOPMBI

O01mecTBO ¢ OrpaHUYeHHON
OTBETCTBEHHOCTHIO "Jmapa’
(000 "Oummapa"), Poccus

601122, Bnagumupckas o011,
Ilerymunckuii paitoH, r. [lokpos,
yi1. ®panna ItomsBepka, a. 20, ctp. 2

2 |IlepBuuHas yrnakoBka

OO1IecTBO ¢ OrpaHHYEHHOM
OTBETCTBEHHOCTHIO "Ounapa’
(000 "Omnapa"), Poccus

601122, Bragumupckast o0ir.,
Ierymunckuit paiios, r. [Tokpos,
yi1. @panna HltonsBepka, a. 20, cTp. 2

3 | BropuuHas ymakoBka

OO11ecTBO ¢ OrpaHHYEHHOM
OTBETCTBEHHOCTHIO "Dimiapa"
(OO0 "3mnapa"), Poccus

601122, Binagumupckas o6,
IMerymunackuit paiios, r. [Tokpos,
yi1. @panna [tonsepka, a. 20, c1p. 2

4 | Beimyckarompi
KOHTPOJIb Ka4ecTBa

OO11eCTBO ¢ OrpaHUYCHHOM
OTBETCTBEHHOCTHIO "Ditapa’
(000 "Smnapa"), Poccus

601122, Bragumupckas 0011.,
Ierymmnackuit paiios, r. [Tokpos,
yi1. @panna lromesepxa, a. 20, ctp. 2

3amectuTens MuHnCTpa




