Pemaedopm nnopunu
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SYNTEZ
-

Macnopt Ne 4272_ 1m2

AQ "®apmacunTes"”

IMACIIOPT Ne

4272

34T AJisi IPETOTOBJIEHHS KOHlleHTpaTa JJd

NpPUroTOBIEHAS PacTBOPA AJsl undysuii 100 mr

Ne JIT1-006505 ot 14.10.2020
Homep cepui: 531021 Anpec TpOK3BOICTBEHHCH MIOTIALKK!
JaTa MpOA3BOACTRA! 26.10.2021 r. MpkyTek, ya. P. ioxcembypr, 4. 184
loneH n0: 10.2023 Homep Nuues3NH Ha IPOU3BOICTBO:
Konu4iecTso B CepHi: 22957 ym. Ne 1 00149-JIC ot 26 mapta 2021 roja
Jara Be1aqy nacnopra: 15.11.2021
Aatu3 punonHen no JITT-006505-141020, usm. Ne |, MHCTPYKIGAS OT 19.05.2021
Ne Humconse TpeGosanua HTI] | PesyasTaTe ananusa
nokazarcned
1. |Onucanue MopowoK HiM MOPHCT2A Macca B BHIS TabeTKH, [fopHCTas Macca B BAE TaGACTKH, NCTsHEA, GeT0r0
UENBHAA WIR PACKPOWICHHAR, OT 0e/10ro0 A0 KEeToro BeTa.
1BeTa.
2. | Ommcauue »
BOCCTAHOBLEIHOTC Efcil?:m’m o7, GeciEaTHOS. E0 REXHRG Thein T1pospadHLIi MeITOro LUBETA paciaop
pacraopa
3. |IloanuHHOCTS BOXKX. Bpems YACpAMBaHHR OCHOBHOIO TMHKE H2
XPOMATOTPaMME  HCIILITYEMOrO  P2CTBO TODKHO
CMOMT!: BPEMEHH ynepmuauunpaocnosuom Tzl sanTespa=is
MiKa Ha XPOMaTorpaMMme CTaHIapTioro pacTaopa.
4. |BpeMs pacTBOpEHHA Coacpxumoc 1 (priaxoHa AOIKHO PACTROPATECE B 19 ma 1 MutiyTa 29 CeRyHI
BONKI HE DoNlee 4eM 3a 3 MUK,
5. {[lpoapayuHocTs T® P®., BoccrasoBlcHuwili pacTeop IOmKeH ObITh Pactsop npospasissii
| pacTeopa NPO3padHEIM.
(6. |Lsernocts pacraopa |T® P®. BoccranoenenHbii pacTBOp JOILKCH BLITH
GeCUBCTHBIM KM BBUICPKMBATE CPABHEHHC & ITATOHOM Bruep#uBacT
¥
7. |pH I'd P®, notenunoMerputecx. Ot 3,0 qo 4,0 374
(BOCCTAHORJCHHOTO PACTBODA). ’ |
8. |Bona ['® PO, veton K. Grwepa. He Sonce 5,0 %. 1,1% J
9. | MexaHuyeckHe 1. T® Pd, Busyenesbii mcTon. Bummmble HacTHILI.
BRIFOYSHHR TIpenapar JOTKEH COOTBETCIBOBATH TPCOORAHMIM.
Z.Pc o PO, c'-wmo-quomﬂplpwcc Gt e, 1. Buaumpic yactuisl. COOTBCTCTBYCT
Hesuaumste yacTHust. B o1HoM (rakoHe KoTHIecTBo 2. Uncso wactau ¢ pasMepoM 2 10 mim -
57 895/taakon,
;000' L!B :ﬂoﬁﬁiﬁtnpéh:gpzﬁ ';‘;”:;2 _ﬁims::efogg; YO YACTHIL ¢ pasMepoM = 25 kv — 11,2/¢naxoH.
YaCTHIL
10, | Poncraeansie npuveck | BIXCX. Tipumeck A - ne Gonee 0,2 %; B2XX. MNpuMecs A - He 001apyxeHo;
TMprmect B - ae Goaee 0,2 %; [prvecs B - ne o0RapyxeHo;
Tpamecs C - ve Goaee 0,2 %; [pumees C - He o0mapykeHo;
[lpuvces D - e Gonee 0,2 %; Tpusece D - ke o6rapyxeHo;
IIpumccs E - we 6oaee 0,2 %; Tpuvecs E - He ofHapyxeso;
Enwununag HCWAeHTHHIMpOBaHHas OpHMech - | EAMHHHHAN HeWIeHTHMUHPORaNHAT
ne Gonee 0,2 %; npumect — 0,16 %;
Cymyva npumeceit - He Gonee 3.5 %. Cyuma npumecc — 0,16 %.
11. | O2H0pOAHOCTE I® PO. [ns 10 dnakonos AV < 15 wm mm 30
A03MPOBAHKSA ¢naxoHon AV £ 15 npr yCI0BHH, 4TO [M—xi| £0,01 - L2 3,0
- M.
12. | BakTepRAIEHEIE e i
L I'® PO, metoa A. He Gonee 1,75 ED/wur pemjecusupa. Menee 1,75 E3/Mr pemaecusupa
13. | CrepuanHocTh ['® P, [penapar gomier S5ITh CTCPHABHBIM, [Tpenapatr cTepHIBHLIA
14, | KouuecTeeHHOE BIACK, Kaxaniit $naxoH N0MKEH CORESpXKaTh HE MCHEE
onpencncHue 90,0 u He Gonee 110,0 % pesaecusupa (CoHisNeOsP) 962 %
OT KQIMYCCTEA, YKa3laHHoTro HA ATHKCTKE.
15. | Ynaxoska Tepouunan ynaxkoska AexapCmeenHo2z0 npenapama. Tlo 100 mr pemnecuBipa 8 GECUBETHHIT CTCKIAHHEIC
IMo 100 Mr pemiecwsHpa B GeCUBCTHEIE CTEKITHHLIC | QIAKOHE THNZ 1 eMecTHMOCTBEO 30 M, repMETHHHO
| draxonst THrma I BmectHMocThio 30 MA, FCPMETHHHO | YKYTOPSHHRIC peauniosbMu  (GpomGyTHROBEMH)
YKYTIODCHHEIS PE3HHOBBIMH (6pOMOYTHIORLIMHE) npobkaMu, 05KaTEIE AIOMHEHEBBIMH KONNAUKAME C
npofkami, OGHATRIC AMOMHHHEBEIMH KOANAYKAME €| MPEIOXPRHUTENLILIMH LIACTMACCORBIMA
NPENOXPAHKHTEALHLIMHA TL1ACTMACCOBLIMM KPBILIEHKAMH | KPRIIETKAMH THIA «flip-offn.
Tuna «[lip-offhs. Ha xasantit hriaxoH HAKIEeHA ITHKETKA.
Ha xawaniii (12K0OH HAKICKHBAIOT ITHKETKY. TTo 1 daakouy ¢ npenapaToM BMecTe ¢ HMHACTpYKUMCH
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IPUYHAA ) a A IPCIEEIH 020

npenapama.
Ho I gnaroky ¢ npenapatom smecre ¢

HMHCTPYKumMe# no

no MCJ]H][HHCKOM]I NPDHMCHCHHIO HnoMemawnT B—'
Natky H3 KapTOHa MU NOTpeOMTENsCKOMN TaphL.

cocTaB ma | daakow, «Crepumshon,
KOMNAHUK-TIPOHIROAHTENS U ec TOroTHN
CPOK FOOHOCTH.
Bmopuunas ynaoexa 1 eRAPCMEEHHB20 iy
Ha nauke uz Kapmora  yxasweaid
HaHMCHOBaHHe npenapara, M
HEeMaTeHTORaHH HaUMEeHOBaHHE
JICKapCTBEHHY 10 dopmy, A03MpOBKY B M
KCIHUECTBO (rakoHos g YNAKOBKE, LauMeHOBaHue
KOMIAHHK-NIPOH3BOAKTE S, ee TTOTOTHN, OpHAMYECKHE
aapec, aapec TIpOHIBOACTBEHHOH TuomaikH, rexegon,
Pake, cocras ua 1 baakoH, yenosusy XpaHeHnus,
TIPCOy NPEAHTENEHNIe HAJITHCH: «Xparuts B
HEIOCTYIHOM 17 gerei Meceren, wlpuvenars o
HA3HAYCHHIO  Bpauan, «Boccranosaennpt PacTsop
CACIYCT XpaHHTE he Gonee 4 wacom TIPH  KOMHATHOTN
Temneparype u He Sonee 24 wacop Dpy: Telnepatype or
2 110 8 °Co, «IIpumencune fIpenapara BO3MoxHO TONLKQ
B VCHOBHAX CTAUHOHADHOMR MeaHIMHCK O[] MOMOLIH»,
«Ilepen npiveneuney O3HAKOMLTECH ¢ HHCTPYKOMER no
MELHUMHCKOMY IPUMEHCHUION, «Crepunsron, yenosus
OTNyCKa, cnocod TNpPHMEHCHHS, HOMEp
PeTHCTpaumMoH oo YaocTosepenus, zaty PeTHCTPAMHY,
HOMEp cepHu, cpox TOTHOCTH, UNpUX-ko, BOIMONKHO
HafeceHue xo4a Data Matrix,
Ha xopobre uz XApmona  yrazwiemon:

HaHMEHOBaHKe
HOMEp cepun,

venapama.

M TOProsoc
FAHIYHAPOOHOC
Npenapata,
HATArpaMmax,

Toprosoe
HAHMEHOBAHME npenapara, MCEIYHapOaHOE
thm'emnnam(oc HWBHOBGHHE npcrmpa‘ra,

JICKAapPCTRCHHYI0 Gopmy, JO3MPOBKY B MM
KOMMMECTBO (inaxoHos & Ynakoske, paj
KOMIIAHWH-NPOHIBORMTENR, co JIOTOTHIL 10
ajpec, aapec MPOHM3BOACTBCHHOM Nnowmanks
take, cocrar wa | baakod, yemosms

npeaynpenurent Hoie HalnucH: «Xp.
HENOCTYNHOM ans geteit Mecten,  «llpuys
HAIHAYENHIO  Bpavay, «Boccranonenns i
CACAYET XpauuTe He Gomce 4 wacop npu

TeMneparype u ue Gonee 24 wacop TIpH TemI

<patype or
2 10 8 °C», «Ipivienenne TIpenapara Bo3mos

HO TOJILKO

MCIMUMHCKOMY TIDHMEHENWIO MoMewwioT & fadky W3 |[Ta9kH u3  kaproma NOMEMAOT 3 rpynnosyio
KapToka ns netpeSutenscxoi taper Mavky uz kapTOHa | yIIakoBKy.

TlOMEILAIOT B Ipynnonyto ynakosky.

Tle 10, 20, 25, 50 wm 100 Drakonos ¢ npenaparom

PABHEIM KOTHYCCTBOM MHCTPYKUMH o MCIHLMICKOMY

NPUMEHEHHIO NOMEMAKT B kopodky | u3 xaprosa ¢!

NEPEroponxavyu  Ans  noTpedUTCIBCKO Tapel (am |

crauxoHapos). Kopofku wuz Kapronz noMmecwalor B

TDYNNOBYIO YIIAKOBKY.

Mapkuposka Tepeuvnas ynaxoska Aexapemeeniozo nperapama, iﬂ'epsuuxan yn Aexapcme npenagpama.
Ha  stuxerce faakoHa  yrasemagpr: TOproeoe | Ha  artukerxe Gaakora  yxasawo: TOpropoc
HAHMEHOBaHUE npenapara, MEAIYHAPOI0C | HAHMEHORAHE npcmapara, MEXAYHAPOTHOE
HeIaTeHTOBAKHOe HaHMEHOBaHHE npenapare, | nénareHTOBauIOE HAHMCHORAHHE  mpefapara,
JeKapeTBektyic dopmy, 7I03HPOBKY B MHIIMrPaMMaY, | aekapeTBenmas Gopma, A03UPOBKa B

VAMMCHOBAHHE  KOMIAHUHM-TIPOMIROZMTCNS 3 ce
LOroTHI, HOMED CEPHK, CPOK FOIHOCTH,

Bmopuunas Ynaxoexa nexapcmeennozo mpenapama.
Ha nauke w3 Kaprona  ykasawo: Toproroe
HaUMEHOBaNUE npenapara, MEKIYHapoIHoe
HEMATCHTOBAHHOE  HaMMeHOBakue npenapara,
JCKapCTREHHAs dopma, HO3MPOBRA 3
MHILTAIPAMMAX, KONHIECTBO (rakokon g YIIaKoBke,
IIBHMEHOBAHMC KOMNAEHK-TIDOH3BOAMTEAS,  ee
S10roTHn, IOPHANYCCRME aapec, aapec
MPOM3BOACTREHHON  naomamKy, Tenegon, dakc,
cocTas  Ha | bnaxon, YENOBHA  XpancHus,
TPEIYNPEIMTeNEHEIE  Haanucy: «XpauuTs

CAHLHHCKOMY NPHMEHCHHION,
«Creprasnon, YCOBHA  oTnycka, cnoco§
NPHMEHEHH s, HOMED PeTHCTpAHOHHOrG
YAOCTOBEPEHHA, NaTa PErHCTDALMM, HOMEp cepui,
CPOK FOAHOCTH, MTPUX-Kk0x, kox Data Matrix,

B _YCIOBMAX CTAUMOHAPHOH McAMIMHCKON TOMOMIMY,
«Ilepen npumenernem O3HAKOMBTOCE € MHCTHVKIMEH N0
MCOALMHCKOMY NDHMEHEHHIOY, «Crepunsion, «dna
CTAUHOHAPOBY, cnocod NpMMCHeHMS, HOMCp
PErHCTPaLKONHOTO YROCTOBEpeHNs, aary PerucTpaty,
HOMCD CEpHH, CPOK roaliocTk, WITPHX-KOA, BO3MOMIO
Haneceuue koaa Data Matrix.
17. [Yenorus xpanenus B sammmeniion or caera MECTe Mph Temneparype xe
X BrIme 30 °C.
18. |Cpox romnocrn 2 roza
19. | Venosus
TPAHCHOpTHDOBKH I B cootsercramn ¢ FOCT 17768-90.
3akarouenue: YAOBNIETBOPRET TpeSoBautmm JI-006305-141020,

Ipenapar eumyiuer 5 COOTBETCTEHH €O ¢y

H. 0. Havameuuka OKK

eunukauneit n Mpasu:
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??RKHA

SITEL

AKIHOHEPHOE OBIIECTBO
«DAPMACHETEIN

PA3PELLIEHME HA BBIITYCK 1 BBOJ B TPAKJAHCKHI OBOPOT Ne 4272

Toproeoe HauMeHOBAHUE

Pemaedopm

MeRIyHAPOAHOE HeNATCHTOBAHHOE HAMMCHOBAHHE
(rpYTNNHPOBOYHOE MM XHMHYECKOC)

PemuecuHsup

JlexapeTeennan gopma

MHOQUAH3AT 1A TIPUIOTORISHUA KOHIIEHTpATa Ins
IPUrOTORNEHHS pacTeopa 1A uEdy3nii

Jlo3uporka

100 mr

dopma BRIMYCKA

THOGUIH3AT UTA OPUTOTOBIEHUA KOHUEHTPAT 1714
NpPHrOTORNEHHs pacTeopa ans ukdyauii, 100 mr (daakon) x 1
{magka KapToHHAR)

Homep cepuun (mapTunx) 531021
Ofbem cepnn (mapTuu) 22 957 yn.
JaTa Beimyexa 15.11.2021
Fonen o 10.2023

HaumenosaHue ¥ aJpec NPOU3BOANTENS (C YKA3aHHEM
cTaauil NPOH3IBOACTEA)

AxunorepHoe odmectso "MapmacuHTes” (AO «DapmacuHTesR),
Poceus, r. Hpxyrek,

vi. P. JiokcemGypr, a. 184.

Bee cTaavu mpoM3BOACTEA.

Homep 1 1aTa perucTpaluoHHOr0 Yi10CTOBEpEeHHS

JII1-0065035 ot 14.10.2020

Homep HOpMATHBHOM JOKYMEHTaUHH

JIT-006505-141020, uamerenue Ne |

HauvenoBaHHE H APeC AepikaTes periHcT PalHOHHOIO
YAOCTOBCPEHHS

AxuonepHOE 06mecTro "®apmacunres” (AD "dapmacunTes"),
Poccus, 664007, r. MUpkytek, yn. Kpacnorsaprefickas, a. 23, of.

23

MacnopT: 4272 ot 15.11.2021

CepHs JeKapCcTBEEHOrO mnpenapara 0bUla MPOM3BEAEHA H MPOBEPEHA B COOTBETCTBMM C JIMUEH3HEH HA TPOM3BOLCTBO
NEKapCTBEHHBIX CPeNcTB, TpeDOBaHMAMH DETHCTPAUMOHHOrO moche, TpeSoBaHWamH [lpapun HamiexalleH MPOM3BONCTBEHHOH
NpaKTHKH, & TAKKE MHLIMH TPEDOBAHUAMH, YCTAHOBNECHHEIMM HOPMATHBHLIMH TIPABORKIMH akTaMyi Poccuiickofi Qefiepauky.

IMpoayKuHsa pa3spelieda K BLIMYCKY H BBOAY B IPakIaHCKHil 000poT: A l X ] HETL |

YnoaHomoueHHOE JHUO MO Ka4eCTBY JICKaDCTBEHHBIX CPEACTB:

Ipukas M3 PD No239 or 24.03.2021

Hara

DHO

15.11.2021 Pownnkosa Oasra HukonaesHa
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| eKapCTBEHHOTO MpeiapaTa £

MUHHCTEPCTEC 3/(PABOOXPAHEHTIA
POCCUTICKOT GEJEPALITH

 PeruncTpauNOHROC

- JexapCTBEHHOTO IPENAPATA A VEIRNBRCKOTO NPHMEHSHHT
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JieKape eHHOro Mpenapara
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= ; - JI-006505 : ,
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Axunouapﬂoe‘oﬁmcétso 2 _sbapmacnmgs"
{AD "®apmacuuTes"), PO |
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¢KaPCTBEHHOTO Npenapara
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| y10CTOBEpeHHA eKAPCTBEHHOTO Npenapara

’ - .14.10.2020

01012022

yaoCTOBEpeHHE NeKapeTBeHHOTO npenapara
‘(naTa 3aMeHbl p;e‘mc‘rpxunonnoro "
Y0CTOBEpeHHH JIeKADCTBEHHOIO npenapara)

s - - 1
JlaTa BHECeHHS H3MEHeHN B perucTPalMOHHOE ‘ 3

22.12.2020
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- Topropoe HAUMEHOB2HHE o

VingopMaums 0 3apeTHCTPHPOBAHHOM JleKapcTBEHHOM Mpenapare:

Pemaedopm

iMe HAPOJHOE HCMATEHTOBAHHOE, HIH

- PeMaeCHBHP
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NpUroTOBNSHHA PacTBOp s uHQysul
100 mr

BemIOMOrATENBIEIN B

necTs .. 2%

e n - % k- 4 e
B H KOJMYeCcTBeHHBI COCTaB AelicTBYIONIHX BemecTs H KayecTBEeHHbIH €OCTA

!fpe ipup 100 MT; 'oMétarmﬂﬂienememécﬁmem qynh:boﬁjﬁm'sraa'rpns,

r1 5 M pacTBOp /K HATPHs ruporcuza S M pacTeop)

a (nexapcTBeHHan hopma

 muodun |

0BKAa, KOJIHIECTBO | PUrOTORNEHIA pacTBOpa
11007 B H{makoH) X 1 (nauka KapTOHHas);
e ynaxusxe,'iconnwec‘rno'nepnmmoﬁ YIAKOBKH B %nnodmnuaarmxnpmrmsnema 1
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Crpanmia 2 PErHCTPALHORHOMO YRoctosepenus Ne JIT1-006505

fﬂpouaaonc'raeu'ame'nnom'a.mm. y4acTnymiume B npouecce TPOH3BOACTBA TeKapCTBeH OO
{"Peniapara, ¢ ykasanuem cranii NPOH3BOACTRA, HA3BAHMI] dakTHYeckux ajgpecos
{MECTOHaXOKNeHHA :

{pouseodemao 20MOBON ReKapemsennol Popun !Axuuo:iepﬂoe obectro "Dapmacupres”
o1 SRR H{AO "®apmacurnres"). Paceus

v MpkyTek, yi. P JhokcemGypr, 1. 184

a ?pﬁﬂynag' ynaxosxa: iAKuHOHepﬁoe obuwectBo "apmacuires”
CsmerT o I(AO "®apmackuTes"), Pocons

£ MpkyTck, yor. P, JlokcemGypr., 1. 184

: Bﬁqpﬁwax/nampe&umenacxax ynaxoska {AKUHOHEPHOE 0BmECTBY "®apmacHuTe3"
Fmr {(AO "Dapmacunres"), Pocens
{r- Hpkytck, ya. P. JhoxcemBypr, 1. 184

poussodumens (Butnyexawuuii KOHMpone Kauecmaea) {AKUMOHepHOE 06mecTEO "@apmacuuTes”
! I(AO "®apmacuires”), Poccus

- - |r. HpkyTck, yn. P. JliokcemGypr., a, 184

Ocobsie yenopus PErHCTpaunu nekapersennoro npenapara

{ Ipumerenne ﬂexapérsguﬂoro Npenapata ang MenHuMHeKoro TNIPHMCHEHHA BOIMOKHO TOJLKO B |
YCNOBHAX CTaLHOHapa. -

-

JlekapeTrenunii TIPeNapaT g meanmmHCKdro NPUMEHEHHS  MmoanewuT obA3arensHomy
| locepuiiHomy -BLIGOpoYHOMY: KoHTpOIO KANECTRA JIEKAPCTBEHHEIX CPEICTE B COOTBETCTBHH c
| 3aKoHOmaTenBCTROM Pocceniickoit Denepauny,

: = .- e b
I YBenomnenne Denepansroit cny#051 no Haa30py & cdepe 3APaBOOXPAHEHHA H 0GecneyeHue yueTa - =
Kakaoro dakra npumenens JICKaPCTBEHHOrO Npénapara TIPH HOBOH KopoHasupycHoii HHexin | -
COVID-19 & Eaunoii rocynapersennoli ungopManuonHo CHETEME B ciepe 3nparooxpanens, o

MNpenocrasnenue $unanchoro orvera o TIPOBENEHHOM KIMHHYECKOM HCCNENOBAHUM, pesybTaTsl |
koToporo sBnaoTes ocHoBanuem ang OUCHKH OTHOICHUA OKMTACMON MONL3EY K BO3MOKHOMY |-
|PUCKY NpUMeHeHMs nexapcteenmoro fpenapara mpu noxteepkaeHuM ero rocynapcreennoli |
| perucTpaiuy. :

e
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e Dy




