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AHanuTHYeckuii nacnopt Ne 1153

Tpenapar: THKJIO®PEPOH® pacTsop Anst BHYTPHBEHHOIO H BHYTPHMBIMIEIHOI0 BBEACHHA
125 mr/mua
Cepus: 861220 P N001049/03
dopma BeiTycKa:  (aMmmyna) 2 MJI X 5 (1a4Ka KapTOHHasA)
KomuaecTBo: 44922 yn.
Jlata m3roToBiieHHs: mexabpb 2020 r.
HokaszaTens TpeGosanus H P N001049/03-091118, nam. Ne 1 Jlannbie aHAIH3A
1 2 3
1. Onncanne Ipo3patHas XKHAKOCTS KEATOrO UBETE IMpo3pausas KHIKOCT
(Busyaneis#t Metoa, O PO*) KENTOro UBETA
2. MoanuHHOCTS:
- SKPHIOHYKCYCHSS KHCIIOTA Criectpsl  DOr7IOMICHHA  MCIWTYEMOTO  PACTBOpE M pacTsopa
cpanyenus (b) B obnacti ot 340 no 450 MM JOMKHE HMCTH COOTBETCTEVIOT
MAKCHMYMS! ¥ MMHHMYMB FIDH OJHWX M TEX We AAHHAX BONH 2
%me B yneTpadsoncToBol M BHAAMOR olnacTax,
PO*)
Bpema  yACDKMBAHMA  OCHOBHOTO TNHKE HA  XPOMATOrpamme CooTBeTcTBYET
HCTILITYEMOrO PacTsopa, MPHICTOBACHHOID UIA KONHMCCTBEHHOID
ONpE/ICACHHR, JIOMKHO COOTBCTCTBOBATH BPCMCHM YACPHMMBAHHA
OCHOBHOIO IHKE HA XPOMARTOrPAMMC pacTsopa cpasucums (b)
{BOXX, D PO%)
3§ HonmryeMuli  pacTsop, NPHIOTORMCHHHN UM KOJHYCCTRCHHONO
COCIIHHCHHA KPHIAOHOBOTD
; W ONPCACICHNA, HMECT XAPAKTEPHYIO $HORCTOBO-CHHIOI CoommeTeThyEY
TOMHHECUCHIHIO
{Buoyansusifi MetoR, [® PO%)
= METIBOMHHN ﬂmmmmmmmmrmmmumm
(N-METHAT MOKAMMH) HCITLITYEMOTO DACTROPE MO TIONOACHWIO, OKPACKE H BCIHUMHC Tpucyrcreyer
JAOIDKHO COOTBCTCTBOBATS IIATHY
MEFOMMHE HE XPOMATOTPAMME PaCTBOPE CPABHCHHR
(TCX, I'® PD*)
3. po3payHoCTh Jlomxen GbiTh Npo3padyHuIM (' PO*) Ipo3paunbiit
4.pH Or1 6,5 10 8,0 (I'd PO*, NOTEHUMOMETPHUYECKH) 7.8
5. MexaHHU€CKHe BTIOYCHHA:
- BHAMMBIE = MEXAHWYECKHE Jlomken COOTRETCTBOBAT TpeGOBAHKAM CoorsercTayer
BKIIOYECHNA (I'd PO*, BH3yanbHBH METOR)
Cpeasies uucno sacTviy pasmepom 10 mxw w Sonee He pomKHO 10 mxn 1 Gonee - 23
B / npesumaTs 6000 B OHOA AMITYNIC, CPEIHLE MHCIO JACTHL PASMCPOM HA MYy
HESRARMN MM arIeckms 25 Mxu 1 Gonee He J0DKHO npessimats 600 B oapol amnyne (I'd PO*, 25 mxm 1 Gonee -0
BETIOMCHHA - Meron 1) _Ha aMIyTy
6. PoacTREHHDBIE IPHMECH EauunuHas HeHIeHTHOALHPOBAHHAA NPHMECH — 0.04
ne Gonee 0,20 % (BIXKX, I'd PO*) ’
Cymma npumeceii — He Gonee 0,50 % (BOXX, I'® PO*) 0,09
7. U3mnexaemsiit o6bEM, MII He menee nomuuansHoro (I'd P@*) 2,1
8. baxrepHanbHLEIC IHAOTOKCHHEI, [IpenennHoE cONEPKAHHE Menee 0.5
ED/Mr akpuaoHyKCyCHOH KHCIIOTH He Gonee 0,5 (I'd PO*, meTon A)
9. CrepunsHOCTH Jlomkes GHITH CTEPHIBHBIM CrepunsHbifi
(F'd Pd*, MeTO MPAMOTO NOCEBA) CCPHN BRITTYHICHA 11O
] napaMeTpaM
10. KonuuectseHHOE ONpeneneHne Ot 118 a0 131 mr/mn CisHiiNOy 125
(axpunonykcycHoil xucnoret) (BOXX, I'¢ PO*)
Or 87 no 106 mMr/mn C7H17NOs 95
(N-merwarmokamusa) (Turpumcrpus, F'® PO*)
11. Vnakoska - Tlo 2 wn & SMAYIE HY KOPHIHESOTO CTEKAS. Tlo 2 mn & ammynax w3
Ha aMnyny HaKICHBAIOT ITHKETKY CAMOKACAIIYIOCK. KOPHYHCBOTO CTEKNA.
Mo § amiry NOMEIRAOT B KOHTYPHYIO S4eHKOBYIO YHAKOBKY K3 IMEHKH Ha ammyny saxneena Jruxerxa
BomBmmUCIOpIIROR. KORTYDHYIO A8ellK0BYIO YHAKOBKY TCPMOCKCHBMIOT ¢ | FAMOKACHIAACK.
el poxposRoH 1K Gomroll AMOMHMMCBOR WIT OCTRRARKIT OTXPMTOR. $ asmyn BOMCHICHM B KORTYPHYIO
1 KoHTYpHyIo suciOBYI0 YIIAKOBKY BMECTE ¢ WCTPYKIHeit 10 AMOMRORTIO YORRORKY (13 INteN
mmmmnmoﬁ.
MERIHBCKOMY NPHMEHCHHRIO NOMCIRIOT & NANKY N3 KaPTOHI.
JU1% ROMTPOAA NEPBONO BCXPAITHA HOKOBE KTAMAIM TAUKH MOTYT S6rrh R eriypuias dwclieiis maoory
IAKTEEHLE FTHRETRAMMK. cl Mvun:ﬂum ORpOANOR.
1 xouTypsas suciixosas
BMECTE © HHCTPYKLHEH DO
NPHMEHCHHIO TOMCIICHE B NANKY
W3 KAPTOHA,
TpeGopanma HJl x ynaxosxe
colimoaenst.
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12. Mapkuposka 1) Mepeuynan ynaxkoska. 1) Tlepuiaas yrmicon s,
Ha awnynax na camox;icamieficx
Ha aMriynax Ha CaMOKNeAWEHCA ITHKETKE YKAIBIBAIOT: | yoeors yrasam: Tosapusfl K
TOBAPHBIH 3HAK Npo H3BOIMTEIA, TOProBOe IPORIBOIXTENR, TOPrOKOE
HAHMEHOBAHHE NIEKAPCTBEHHOTO NPenapara ¢ Wmc #“;‘” el
TIPEIHTEND
NpeaynpeauTebHON MApKHPOBKOH ®, KOHUCHTPAUMIO | wapxuposkofl ®, KosuciTpams &
B MI/MT, 06BEM B A IULIUTHTDAX, HOMEP CEpHH, CPOK SIS GO 5 LSO
o HOMED COPHM, CPOK TOANOCTH,
FOIHOCTH, NEk REHHYIO hopmy AekapcTaenuan popsa
2) Hpomexy‘muu f YNAKOBKa. 3 Spwony m
Ha nnéuxe noxpostoii win donsre amoMutnesoit w”‘“’:‘,;.’“.?‘” mm ey
YKa3LIBAIOT: TOBAPHbLIA 3Hak nponssonuTens. Ha 3) Bropwaan ynaxonra.
I Ha mavke yxasansi: HauveHoBasHE
KOHTYPHO# suelikosoit ynakoske, CKieeHHOI ¢ SEORIARR, W T
bonbroii amoOMHHHEBOH, JONONHHTENLHO YKASHIBAIOT | wmax, aspec, ren/baxc, Toprosoe
HOMED CEPHM H CPOK FOAHROCTH mq:mmpcrmm
3) Bropuunas ynakoska. ®, rpynEposoTROS
Ha navuke yka3sni : HAHMCHOBAHHE NPOH3BOHTEJIA, | MIMMCHOBIHNC NEXAPCT BEHHOrD
Im WH!‘M Mﬂl.
€ro TOBApHBIHA 3HAK, aapec, TelL/pakce, Toprosoe KOHIUCHTPALHA B Mr/a1. oG1EM
HaHMEHOBAHHE JIEKAPCTBEHHOTO Mpenapara ¢ FIPETAPATA B MIILIMHTPAX, COCTES
C YKAIAHHEM HAMMCHOBAHHN M
NpeaynpeAHTeabRo i Mapkuposkol ®, Eoxiivisoris dulevigioniero s
TPYTNINHPOBOYHOE HAHMEHOBAHHE NIEKAPCTBEHHOTO BCTIOMOrATEALHOPO BetiiceT,
3 B ycnosus xpanenns, «lIpsensrs
np;mapm'a, nel | HHYIO POpMY, KOHLCHTpaumio 8 | 7 o
Mr/mi, o6bém Npenaparta B MIULTIIHTPAX, COCTAB ¢ B HEJDCTYTTHOM 1N TRt
YKa3aHHEM HaHMEHOBAHHA B KONMHYECTBA uecteln, «CTEPHALHO®,
AeliCTBYIOUIENO H BCTIOMOTATE/NBHOTO BELUECTB, et o
YCRoBHA XpaneHus, «[IpuMeHsTE 10 HAZHAYECHHIO PETHCTDAIHORHOTD
Bpaua», «XpaHHTL B HCIOCTYIIHOM JUIA AeTei MecTely, | TEETERmerin FORer o
«CTEPHUJIBHOM, ycnosus oTnycka, cnocob axemyn B ymaKosKe, urTpiXoBoH
NPHMEHCHHA, HOMED PETHCTPALHORHOIO = E“""I")_"“"‘“"'I -
YAOCTOBEPCHHSA, HOMEP CEPHH, CPOK TOIHOCTH,
KONHYECTBO AMITY/T B YIIAKOBKE, IITPHXOBON KO EAN- | mobpamcune awmynu &
13, dapmaxox (pharmacode), rpadmueckoe i, Moo
H300paKeHHe aMITy bl l,gonmummue HaAIHCH: ® e
MHKTOTPaMMBl, pacinu(poBKa NUKTOIPaMM “rexaporaemnas dopua W11 AR,
«® nexapcrennas hopma IKUIKAA», =
«ala crioco6 npumMeiieina BHYTPUBEHHO», Wt A R TV RO,
«ma criocob npumetienns BHYTPUMBILIEYHO»,
« | papmakorepancrmiueckan rpyrna [TPOHHE I ’
HMMYHOCTHMYJIATOPbI». Jlonyckaetcs : i
HAHECEHHE CPECTH HACHTHOHKALHH JNIA CHCTEMb mm“f“’“’”‘"‘-
MOHHTOPHHTA JBHACHHA ICKAPCTBEHHBIX NPENAPATOB. | wacsredmamis i cicremsd
MOHHTOPHHTE ABMKCHNS
REKAPCTRCHILX NPEIIAPATOB.
13. Xpanenune B 3ammmEnnonM o1 cBeTa MeCTE npH Temnepatype ot 0 a0 25 °C. B sanpunésnoM or ceeta
MECTE NpH R;sn:gmype or0
pile] .

* - nefictyiomee uinanune locynapereentoit ®apmakonen Poceuiickoit Genepaumu
3awmoueHne: coorsercrayet TpeGosanuam HJL P N0O1049/03-091118, uam. Ne 1

Jlata Binauu nacnopra: 15.01.2021
3asexyrommii KAnJ1
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000 “Hayuno-TexHonornieckas ¢papmaunesruieckas ¢pupma “IIOJTUCAH”
Panpemerye Ha peanu3anuro Ne 00000036 or 21.01.2021

HaumeHOBaHHE IHKJIOPDEPOH pacreop A BHYTPHBEHHOTC ¥ BHYTPHMBIIIEYHOTO
peenenus 125 mr/ma, 2 ma, NeS, Poccniickan @enepanus (Témpoe
CTEKI0)

Dopma BEIOYCKA aMmysa 2 Ma x 5 (1a¥Ka KapTOHHAN)

MHH MerJoMHEA AKPHAOHALETAT

PY Mo P N001049/03

HopMatiBHas JOKYMEHTAHA P N001049/03-091118 nam.Nel

Howmep ceprp 861220

Pazmep cepun 44 922 ynxe

KonugecTso nocie KORTPOIA 44 836 ynk

Ne AnamuTHYECKOrO NacnopTa 1153

T'onex no 1225

TlpennpuaTne-NpoU3BOIHTEND 000 (Hayuno-Texnonorageckas gapmanesTadeckas upma

«ITOJIMCAH», 192102, Poccaiickas ®enepanus, r. Canxr-Ilerepbypr,
ya1. Camosa, n. 72, k. 2, AT, A

TlpemnpHATHe-yNAaKOBLIAK 000 «Hayuno-Texsoaoradaeckas Gpapmanesradeckas dupma

JIOJIMCAH», 192102, Poccuiickast ®enepauns, r. Canxr-Ilerepbypr,
ya. Canopa, a. 72, K. 2, THT. A

AHaNN3 MPOM3IBOACTBEHHON JOKYyMEHTANMK

Jockbe Ba cepHIO NPoBEpeHO Ha
Jocbe Ha cepHio onobpeno Ha
Kpuruyeckne 0TKIOHEHESA OTCYTCTBYIOT Ha

Cepmt ApOoH3BENCHA H DpPOKOHTPOJIHPOBAHA B COOTBETCTBHH C mme:meﬁ Ha NPOH3BOACTBO
AeKAPCTBEHHBIX CPEACTB, TPeGOBARMSIME PErHCTPAUHONHOIO A0Che, TPeGOBAHHAMME OPraHA3IA UMM
NPOM3BOACTBA I KOHTPOJI KAYECTBA JeKapCTBeHHbIX cpencts (npasua GMP), a Taioke HHLIMHA
TpeGoBaHEAMHE AeliCTBYI0NIEre 3AKOHOJATENECTBA.

Iponyknasi pajpenieHa K peajd3auHy

VYnonsoMo4eHHOE U0

Hauganssek oTnena Crenanosa M.C.
(HOIDKHOCTE) T (fionnucs) ' (pacrmudpoBka MOIITHUCH)

TosoKEeHHE O JHIIE, OTBETCTBEHHOM 38 BRITYCK ceprit (Y NONHOMOUCHHOM JIHIE IO KadecTsy), Aata yTs. 11.01.2021






