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@KIT «Apmasupcrar Guopabpura» 352212 Poccun, Kpacnodapekuil kpail Hogoxybanckuii paiio,

n. Mpoepecc yr. Meurnuxosa, 9. 11,

AHAJINTHYECKHT ACTIOPT i 10
ot «31» masn 2021 rona

men/paxc (86195) 2-12-11, e-mail:arm_bio@mail. kuban.ru

Kaabuusl NKOHAT PACTBOD JUIH BHYTPHBEHHOIO H BHY TPHMBILICHHOTO

100421
4 568 yn.

Howmep cepin:
Konwectao:

saegenss 100 pr/ma, 10 ma, avmn. Xa 10

Jlata M3rOTOBRJIEHHA:
Cpoxk rofiHocTH:

Mpennpustie — waretosrrens: DKIT «Apmasiperas GuodaGpricay
Anamus Bemnonxen no  JHT 000168-241117, nam. Ne 1

28.04.2021 r.
no 052023 .
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Tpefosanis K Ka4CCTBY

PeayneraTul anaania

- HEBHOHMbie HACTHLL

HaumcHoBaHHE 110 HOPMATHBHOMY JOKYMEHTY
nokasaTened
st I1po3paunas GecuBETHAR KHUAKOCTD. Tpoapedrs Gecimeriad
KHAKOCTD.
[TomnKHHOCTS Xapakmepnaa peaxijun (4) na kansyuil
e Xlil, 0dC.1.2.2.2.0003.15 [onTeepxaeHa
O6pasyerca Gefbifl 0Ca0K, PACTBOPHMEIA B Pa3BENEHHBIX
MIHepAILHEIX KHCAOTaX
i Kauecmsennan peaxyun ¢ scenesa (11} xropuda pacmeopom
f 10 % na zniokonoayio Kuciomy
OGpa3yercs #eNT0E OKPAILHBAHKE Tlonroepxaena
Tlpo3padHocTs Tlpenapar ZomxeH GBITs MPO3PAYHEIM WIH BBIACPKHBATL
CPEBHEHHE C 3TANOHOM ] N Tpospauksli
: (T X111, ODC.1.2,1.0007.15)
HseTHoCcTs | [Tpenapar nomxeH ObrTs CecuBeTHBIM BecupeTHbIA
T X111, OCC.1.2.1.0006.15)
pH 4,0-6,5 NOTCHIMOMETPHHIECKH, 4,12
(T'd X1, O®C.1.2.1.0004.15)
MexanuyeckHe BTOYeHHA | Blyiimble Y8CTHIBI
- BHIHMBIE GRCTHLB! TTpenapat RomKet BLIEPHHBaTL TpeGORaHHA Beigepxusaer Tpebopania

I'd X1, ODC.1.4.2.0005.15
HepniMbre HacTRULE
Tpenapar A0MKER BELACPKHBATE TPEOOBAHMR
' X111, 0DC.1.4.2.0006.15
Cuentno-homamempuyeckuii Memod
YacTui pasmepom 2 10 Mk — e Gonee 6000/amn.
YacTHI pasMepoM > 25 MM — He Gonee 600/amn,

BoigepusaeT TpeGoBania

Hasnekaemsilt obbem

He MeHee ROMHHANLHOT,
(I'd X1, OOC.1.4.2.0003.15)

CootBetcTByeT

Baxrepnanprble
IHOOTOKCHHBL

He 6osiee 17 E3/mn
(T X111, 0BC.1.2.4.0006.15)

Menee 17 ED/mn

CrepwibHOCTh

Tpenapat 1omkeH GLITh CTEPANBHLIM
(meron MemBpanHofl GHABTPAIDIH)
(I'® XII1, OPC.1.2.4.0003.15)

CrepunbHEiil

KonmmecTaentoe
OIpeJeaeHHe

Ot 95,0 — 70 105,0 Mr/Mn KanbLUKA (TICKOHATA MOHOTHAPATE B
1 Mn npenapata (THTPHMETPHR)

99,61 Mr/Mn

Vnaxoska

AT LE N Ay i, {
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[To 10 a1 8 aMITyIB! ¥3 KeATpabhoro crekna Ha amnyny
HAKIEHBAIOT ITHKETKY ua ByMary mmcued win Cymars
OCETHOR WIH CEMOKNEIOIYIOCH ITHKETKY.

Tlo 10 aMmyn BMecTe € MHCTPYXUME]: I0 NPHMEHEHHIO
[MOMELIRIOT B 1IAYKY H3 KAPTOHE MaKYNATYPHOrO H
praamsimem 13 Gymars odcetHol 1w roppHpoBRKHOM
JIEHTB1, HIH CNELMANBHBIMM THE3aMH H HAKTEHBAKOT
3THKeTKy-Barepois u3 Gymarn nucaed wiu Gymarn
odceTnolt.

TomyckaeTes TKCT STHKETKH-GaKIepoNn HEHOCKTh
HEMOCPE/ICTBEHNO Ha MagKy.

[Mo 5 aMmyn MOMEMAKOT B KOHTYPHYIO SucHKOBYIO YNakos
w3 rmnenxu [TBX i hONBrH ATIOMHHHEBOH NaKHPOBAHHOR
6ea dbombri. 1o 2 KOHTYpHEIC A9¢HKOBRIE YTIAKOBKH BMEC
MHCTPYKUHeH 10 MPUMEHEHHIO OMEILIAIOT B NaTKy 13
KaPTOH2 MaKyNIaTyPHOTO H HAK/IeHBRIOT ITHKeTKY-0aracpons
w3 Gymary micaeit ann Gymars opceTHodH .
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[lo 10 mn B aMnyTe! 13
HeltTpansHoro cTexna ¢ ToukoH
H3/10M3, Ha EMITY/TLI HAKJIECHB!
CAMOKIEIOMNECH ITHKETKH.
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JlommyckaeTcs TeKCT ITHKETKK-6aHIepOIH HAROCHTD
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HENOCPENCTREHHO HA MaYKYy.

B xaAIy10 matixy BKNGABIBAIOT HOK aMITyIsHBIH HIH

CKAPH(HKATOD.

IlpH ynaxosxe amMmyn ¢ TOYKOM 1K KOABLIOM HIOMA HOX

ammynbHb HAK CKAPHOHKATOP He BKIIALIBAIOT,

T'pynnosas ynaxoska # TPRHCIIOPTHAS Tapa B COOTBETCTBHI ¢

I'OCT 17768-90.

Mapxuposka IlepBnunas ynakoska nexapcTpennoro npenapara. Heppuunas ynakonka

Ha 3TuxeTxe aMIynsl yKasbIBalOT HasBapHe npenapara, JIEKAPCTBEHHOMD Npenapara,

COKPAILCHHYIO NEXapCTBEHHYIO HOPMY, KOHIEHTPALIKIO, Ha stuxetke ammyne yxasano:

0BseM pacTBopa b M1, HOMEP CEpHH, CPOK TOIHOCTH. HaipaHue npenapara,

BTopi4Has ynakopka JekapeTsenioro npenapara, COKpPALIeHHAR JEKADCTBEHHAR

Mapkuponxa Ha ¢onure win Gymare KOHTYpHOR fyefikoBoi Qopma, koHueRTPALA, 06LeM

YNAaKOBKM OTCYTCTBYET. PACTBOPa B MJI, HOMEp CepiH,

Ha xapToHHO# nauke WIM 3THKETKE KAPTOHHOM Nauxy CPOK MOZHOCTH.

YK3BIBAIOT HOMEP PErHCTPALMOHHOTO YAO0CTOBEPEHUSA, Bropiynas ynaxonka

HaiBaHHe MpenapaTa, NekapcTREHHYIO hopMy, cnocob NIeKapCTBENHOrO npenapara.

MPHMEREHUA, KOHLCHTPALHIO, 06bEM pacTBOpa B ammyme B Ha stuxeTxe-Ganneponu

MJ, COCTaB Ha | M1 (Ha3BaHME M COnepKanMe NeflcTaylomux | ykazamo; HOMep

H BCIIOMOraTe/ILHEIX BEIMECTB B MT), KOIHIECTRO aMITyT B PerHCTpaLOLHOr0

YNaKOBKE, HOMEP CEPHHM, CPOK MOHOCTH, YCAORHA OTIIYCKE, YAOCTOBEPEHMS, HAlBAHHE

YCIOBHA XPAHCHNS, WTPHXOBOH KO, HAMMEHOBAHME ¥ GADEC | HPeMNapara, JeKapcTBeHHas

MPEANpPHATHA-TPOH3BOAKTENA, ero TenedoH. topma, criocol npuMeHenns,

Haumenosauue, anpec, Tenedon npeaAmpUATHS-BNBAS/ILLA KOHUEeHTpauKA, 06bém pacTeopa B

PETHCTPALKOHHOTO YIOCTOBEPEHHA/ OPratH3aITH AMMYae B MJI, COCTAB HA | MA

NpiHkMatowel mpeTeH3uu o1 notpeGurenci, «[Tponaseneno | (naspanme cofepKaHHe

no 3akazy OO0 «Tpiow» 1 Hagmicn: «Crepuntioy, AEHCTBYIOMIHX K

«BxytpHBennon, «ByTpmeImeuson, «XpaHuTh 8 BCOOMOTATENLHBIX BEINECTS B M),

HENOCTYIHOM 114 JeTet Mecten, «He npumenats no KONMYECTRO AMITYAl B YIIAKOBKe,

HCTeYeHHH CPOXa FOAHOCTHY, «[IpHMEHAT: N0 HAIHAYCHMIO HOMEp Cepitd, CPOK FOIHOCTH,

Bpayan. YCNOBHA OTIYCKA, YCNOBKA

HomyckaeTca Homep cepi H CPOX FORHOCTH HAHOCKTS Ha XPEHEHIA, ITpHXoBol xop,

NA4Ky METOAOM THCHEHHSA WNH NEYATH, HIH 8 BHAE HAMMEHOBAHHE H agpec

CAMOKJIEALIEraCs CTHXEpA, NPCANPUATHA-[TPOHIBOAHTENA,

Ha nasixy NonoTHKTENbHO AOMYCKEETCH HAHEC2HHE CPeACTR cro Tenedon.

HIAEHTHOMKEMH JUTS MOHHTOPHHTA JBIDKeHHA Haumenosanye, eapec, enedon

IEKPCTBCHHLIX CPECTE METONOM NEYaTH WiH B BUIE NPEANPHATHA-BAANEAbLA

CAMOKIESIIETOCH CTHKEPA, PErHCTPALHOKHOTO

Ha stuxeTxe rpymmoso#t ynaxonxs [ONOMHHTEABHO YIAOCTOBEPCHHA/OPralH3aLy

YKa3bIBEKOT KOJHYECTRO Mayex. NpHHIMAlOMmeH NPeTeHIuy oT

MapxupoBxa TPAHCIIOPTHOA Tapk! B cooTReTCTRMM ¢ [OCT notpe6irenedt, «[Iponaseneso no

14192-96. saxa1y 00O «Tpum» 1 HaanucH:
«CTeprbHO», «BHYTPHBEHHOY,
«BHYTPHMBIIIEYHON, «XPaHATb B
HENOCTYITHOM MULA fieTel Mecrey,
«He OpHMEHATE N0 HCTEYEHEH
cpoka rofiHocTH», «[IpuMensts
110 HA3HAUEHHIO DPAYAy.
Homep cephi H cpok rogHocTH
HAHCCCHDb] Ha nayKy MeToaoM
NEYATH.

Xpadenue B senguiexnom ot ceeta Mecte pu Temnepatype ot 18 a0 30 CootpercTayer
°C
2 roga A | CooTsercrayer
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