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HIACIIOPT Ne 1272

Lledrpuaxcon,

HOPONMIOK AN NIPUTOTOBICHIS
PACTBOPA 115t BHYTPHBEHIOT0 1
BHYTpHMbIIIEYHOr0 BBexenns 1,0 ¢
Nel
P'N001456/01 o1 28.10.2021

AHJIN3 BhNosien 1o P N001456/0 1-281021

Homep cepun
Konuuectso, nau. 155040
Hara 12.05.2022

TIPOH3BO/ICTRA

£

m-{a_umeHOBazme noxasaresneii

Onucanne

_Tpebosauns KauecTBy no HJ
[ourw  6Genpiit  nan JKEJITOBATHIH
KPHCTAUIMYECKHH 110po1IoK

Pesynerars AHATH3OR
[Tourk Genpiit

KPHCTAINHYECKHH 110 POLICK ]

Eipems pacrsopenus

Bpewms pacrsopenus npenapara B 5 mi
BOJIBI U181 MHBEKUMH, 5% pacTBopa
roko3s 1 0,9 % usortounyeckoro
PacTBOpa HATPHSI XJI0PHIA HE A0TIKHO
IpeBbmuath 2 Mun; B 3,5 M pacTtBopa
iokanHa 10 Mr/mu ve jlomxno
LPEBBINATE 4 MuH.
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Bpems PacTBopeHus npenapara

B 5 MJI BOJIBI /18 HHBEKIIHIT,

5% pactBope riokoss i 0.9 % '

H30TOHHYECKOTI O pacrropa
HaTpHs X1opuaa He

NPEBLIIAET 2 MUH.; B 3.5 wur
pacTBopa nuaokanna 10 mr/mn |

| HC NPCBLIIACT 4 MuH,
Donnunnocrs
Llepmpuarcon Bpemst ynepxusanus OCHOBHOTO THKa Ha Honreepynena
XPOMATOrpaMMe UCIBITYeMOro pactsopa
AOJDKHO COOTBETCTBOBATH BPpEMeHH
YACPIKHBAHUS TTHKA He)TpHAKCOHa Ha
| XPOMATorpaMMe CTauaapTHOro
pacTBopa. !
Hampui Kavecrsennas peaxuus B na HaTpuH _ﬂozrme@me@%_%_ |
Onnopoanocts Macen ' PD 1,111
Otknonenue CpelIHel Macehl +3,8/-1.6
COICPIKUMOTO Kaxoro uz 20 naxonon
HC I0JDKHO npeseinaTh + 10 % ot
Onipeneneno u3 20 ¢gnakoros cpennei
Macchl KOJIHYEeCTRA npcnapaTa
P U I e — s
Ipospaunocrs, Homxen Gurrs, NPO3pavYHEIM T Pacteop npenapara
. . Npo3payvHblii )
sernocts Homxen BLIICPIKABATL  CpaBHCHHe o Brinepixusaer cpannenuc
ITAIOHOM Ys unn BYs C ITAIOHOM Y's
Bona, % Ot 8,0 210 11,0 ' ~

H pacTsopa

O16,0108,0
e

9 2 0 7 ——
7.04
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r~I~/Iexaﬂymecrmra BKJIIOYEHUSI

pacreopurenu, %

- GUOUMBIE Hoioken BeiepKHBATL TpeGOBaHMS Y
['dPD
- HeGUOUMbLE Hucno wactun pasmepom 10 MeMm 1 Goree 1701
HEe I0KHO npessiuraTs 6000 B 1
dbnakowne, uncno vactui pasmepom 25 58
MKM H GoJiee He I0JKHO IpPEBBIIAT
600 B 1 dnaxone. B N
Poncrsennsie mpumecn, % Jlroboit emunnynoi NPUMECH - He Donee Menee 1,0
1,0
- CyMMa npumeceii - ne Gonee 4,0 0,11
Ocrarounsle opranuveckie | AleTon — He bonee 0,5 0,009

2-nponanon — e 6osee 0.5
Jtanon - e Gonee 0,5
Ortunauerar- ne Gosee 0,5
Meranon — ne Gosnee 0,3
MeTtunenxnopun — ne Gosee 0.06
AUETOHHTPUA — He Gosee 0,041

He o6Hapyxen

He o6napywxen

He obuapysken
0,08
0,029

He obuapysken

Tpustunamun, %

He 6onee 0,05

_ He obnapyxen

N,N-aumernnannnun, %

He 6oaee 0,002

He obnapyxen

2-3THIIrexcanoBas KUCI0TA,
0 7
70

He 6onee 0,8

He obuapyxena

Baxtepuansubie
YHIOTOKCHHEBI, ED/Mr

He Gonee 0,05 ED na | mr nedrpuaxcona

Menee 0,05

AHOMBJ]M-I&SI TOKCHYHOCTE

lIpeniapar nomxen 6LITH HeTOKCHUHBIM

Heroxcuunpi

CrepuisHocTb

[Tpenapar jromxen GuiTh CTEPHILHBIM

Crepunsuniii

OIpelesieHue, MKI/Mr

nepecuere  Ha  Ge3BOAHOE M He
COJIEPIKAILCE OCTATOUHBIX OPrAHHYECKMX
PACTBOPUTENCH BEIECTBO

Conepxanne nefictsytomero | He wmenee 90 H He OGomee 110 or 02,5
BLUECTBA BO (akoue, % KOJIHYICCTBA, YKA3aHHOIO HA ITHKETKE ?
CnaoponnocTh nosuposanns | ' PD 9,0 |
lpu n=10 AV<L1; L1=15,0 ;
[Ipu  n=30 AV<L1 u Bee 3nauenus X; |
YAOBNETBOPAIOT HEPABEHCTRY ,‘
| [M- xi[<0,01+L.2+M N
Konunuecrnennoe He menee 850 u me Gomee 1000 917,2 7
|

Vnakorka

llo 1,0 r neiicreylomero semecrsa no

(IIAKOHBI  CTEKNSHHbIE HOMHHANBHOM
BMECTHMOCTBIO 10 M7, repmerHuno
YKYNOPCHHBIC PE3HHOBBIMH  11POGKaMH,

0B3KaThIE KOJIMAYKAMH ATIOMHEHEBbLIMH,
Ha ¢naxon naxsiensaior CAMOKJICSIITYIOCS
STHKETKY MJIM TEKCT MaPKUPOBKH HAHOCHT
HCTIOCPCACTBEHHO Ha (U1aKoH METoj0M
rirybokoii 1eyaru ObICTpO
3aKPETISIOMIEHCS KPacKoi,

ITo 50 dnaxoHos ¢ NPENapaToM ¢ paBHLIM
KOJIMYECTBOM HHCTPYKIHIH 1o
MEIHUHHCKOMY IPUMEHEHHIO 1OMEIATOT
B KopobKy  u3  kaprona (st
CTalHOHAPOR).

N

1,0 r neftersyromero senecrsa |

B0  dnakone w3 TpyOKH
CTEKJIIHHOMH JU1s1
JICKAPCTBEHHBIX CPEICTRB.
BMECTHMOCThIO 10 MUT,
FEPMETHYHO YKYIIOPEHHBIE
NpobKaMK  pesuHOBLIMM i
obxarhle Kojinaukamm |
ANOMHHHEBLIMH,

Ha (uaxon HaKseeHa

CaMoKTesIascs STHKeTKa,
I Quakon ¢ mnpemaparom
HHAMBHAYANBHOH — nauke  p3y

KapToHa BMECTe ¢ HHCTPYKIHeli
110 TIPUMEHEHHIO.
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KopoGky OKJICHBAIOT ITHKETKOIH -
Oanieponsio HITH Ha KOpo6Ky
HAKNICHBAIOT ~ 3THKETKY M3 Gymaru

ITHKETOUHOM uin odeeTHol wmm o TV,
HJIH MEJIOBAHHOH HIIM CaMOKJIEAINYIOCs
ITHKETKY.

[lo 1, 5 10 ¢uaxonos ¢ mnpenaparom
BMECTC c HHCTPYKIHE 1o
MEIMUHHCKOMY TIPUMEHCHHIO [IOMEINAIOT
B ITaYKy M3 KapToHa.

Vnarkoska npenapama ¢ xomniexme ¢
pacmeopumenem.

Pactsopurens: Bona juist umbexipuii

(Mo 5 mn B ammyne CTEKIAHHOM), 110
KayecTRy COOTBETCTRYIONIAS
TpeGoBanusm PY JIIT-006179;

win  Jlugoxann pacTBOp JUISE HHBEKLUI
10 Mr/Mn (mo 3.5 min s amiryie
CTEKJISHHOMH), COOTBETCBYIOMIMNI
Tpedosanusm PY JITT-006179.

B xommnexr Bxoagr:

a) 1 ¢naxon ¢ npenaparom u 2 aMTIYJIBI ¢
pacTBopuTeniemM — Boja 1 uHbeKuii;
0) 5 dutakonos ¢ npenaparom u 10 amIyJ
C pacTBopuTenem - Boaa s nubekimii;
B) 10 ¢pnakonos ¢ npenaparoM | 20 ammya
C pacTBoputenem - Bona nis mubexiuii;
r) 1 duaxon ¢ npenaparom u | aMIyna ¢
pacTBopuTeneM — JInnokaun pactsop juts
UHBEeKUUH 10 Mr/vo;

1) 5 prakoHoB ¢ [IpenaparoM u 5 ammyJ ¢
PACTBOPHTENEM - JInjokaun pactsop juis
HHDBEKIUHA 10 Mr/mmn;

€) 10 ¢nakonos ¢ npenaparTom u 10 ammy
¢ pactBoputenem - Jlumokann pactsop
AU HHBEKUMH 10 mr/mo.

Kommnexkr nomemaior s nauxky  u3
KapToHa BMecTe ¢ HMHCTpyKuHed 110
MEIHUHHCKOMY MPHMEHCHHIO.

—

Mapkuposka

1. llepBuunas ynaxonxka.

Ha ¢naicone ykasviaior naumenosanue
Iipe}lnpHHTPlH-H.’%I‘OTOBHTﬂHS 5
HAUMCHOBAHKE  TIpenapara, «IopoLiok
JUtsi IPHTOTORJICHUS pacTBopay
COACpIKAaHHE NCHCTBYIOUIEro BEIIeCTRA BO
uaxone B rpammax, nomep CEPHH, CPOK
FOZHOCTH, yHUKaNLHBIA HoMep EAN-13,
Ha  sruxetke  duaxona YKa3bIBAIOT
HAWMEHOBaHHe npenapara,
JICKAPCTBEHHYIO  OpMy,  colepikanme
ZL!?I;J{CTB}’IOH_[CTO BCIIECTBa BO (})JJHKOHE B

1. [eppuynan ynaxkoska.

Ha stukerke dmakona ykazano
HAHMEHOBAIIHE npenapara,
JIEKapCTBEHHAs dopma,

COlepKanne  jeHcrByroLero
BCIIECTBA  BO  duiakone B
rpamMmax, ;
«Crepunbron, «IIponsseseno
AO «Buoxumuk»y, |
«PROMOMED® u  norotun

KOMIOAaHHH, JJIeMEeHTh! JH3aia

¢ rpaduyeckuM n306paKeHuey |
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rpammax, «Crepumbron, «llpousseneno
AO «Bbroxumuxn», «PROMOMED®y u
JIOTOTHIT KOMITAHHH, 2IMEMEHTBI JH3AHHA ¢
rpauuecknM u30OpaxeHueM Xapakrepa
TNIEPBUYHOH YIIAKOBKM, HOMEP CEpHH, CPOK
FOJHOCTH, YHHKaJbHBIH HOoMep EAN-13.
Ilpu yMaKoBKe npernapara B
MHIUBHIIYAIBHYIO TIAYKY  YHMKaJIBHBIH
HoMmep EAN-13 ne yxassisaercs.

2. Bropuunas ynakoBka

Ha mauke, asrukerke-Gamneponu wmm
9THKETKE KOPOOKHM yKa3biBAIOT TOProBoe
HAHMMEHOBAHHE rpenapara,
MEXYHAPOIHOE HEMATeHTOBAHHOE
HAHMEHOBAHHE, JICKAPCTBCHHYK) (JopMYy,
colepKanue NeHCTBYIOMEro BEIecTBa B
rpaMMmax, «CTepHibHOY,
«BHyTpuBennoy, «BryTpHMBIIIEYHOY,
«Cnoco6 NPHMEHEeHMS!: cM,
WHCTPYKLHION, «XPAHHTE B HEAOCTYITHOM
AUl IETeH MecTe», YCIOBHMSL XpaHeHMs,
YCIOBHA oriycka, «llpomsseneno AQO
«BHOXUMHK»», KpAaTKHi azapec
MPOH3BO/ICTBA (cTpana, ropoJL),
«PROMOMED®», u nororun kommnaxuu,
SNIEMEHTHl  aM3alina ¢ rpaduueckum
H300pakkeHHeM Xapaktepa [epBHUHOI
YIAKOBKH, HOMEpP  PErHCTPalMOHHOIO
YAOCTOBEPCHHUS, HOMEP CePHH, CpOK
I'OJIHOCTH, KOMUYeCTBO  (hIakoHoB,
WTPHXOBOH KOI.

Ha srukerke-6angepomn wm sruxerie
KOPOOKH BMECTO yCIOBHE OTHyCKa w1
HAAIKCH «XPaHHTL B HEJOCTYIIHOM JUls
AeTel  Mecte»,  ykasmBaloT  «Jlis
CTAllHOHAPOBY.

Ha nauke ¢ xommmexrom nononsurensio
YKa3bIBalOT HAUMEHOBaHHE
PACTBOPHTENIS, JIEKAPCTBEHHYIO (hopMY
PacTBOPHUTEIS, JO3HPOBKA PACTBOPHTEIS,
o0bem

pacTeopurens, HOMEp
PETHCTPAllHOHHOTO YIOOCTOBEPEHHUS
PacTBOPHTEIS, Homep CEepPHH

PACTBOPHUTEIIS, KOJIMYECTBO aMITyll, CPOK
FOHOCTH PACTBOPHTEISI.

Hononuurensio na Nauky, 3THKETKY
Oanziepostb vH a1y KETKY KOpPoDKH MoeT
ObITH  HaHeceHa undopmanus  Juis
MOHHTOPHHIA JIBHKEHUS JIEKAPCTBEHHOTO

Xapakrepa nepmmﬁ{bii
YIIAKOBKU, HOMEp CEpPHH, CPOK
FOHOCTH,

[penapar yIaKkoBan B
HHIMBHIYAIBHYIO nayky.
YHukanmbubiit nomep EAN-13
HE yKa3aH.

2. Bropuunan ynakogia.

Ha navke VKA3AHO
HAUMEHOBAHHC nperapara,
MCIKIYHAPOIH0e

HEITAaTCHTOBAHHOE
HaHMCHOBaHHeE, JEKapCTBCHHAN

hopma, co/lepanie
JACHCTBYIOINETO  BellecTBa B
rpaMmax, «CTepuinhoy,
«Bayrpusenno»,

«BrytpuMbieyHo», «Crnocod

NPHMEHEHHU: CM.
HHCTPYKUHIO», «XpaHuTh B
HEJAOCTYITHOM JUIst JleTeH
MECTE», YCJIOBHA  XpaHeHHs,
YCITORUS OTIYCK,
«[Tponsreneno AO

«buoxumuk»y, Poccus,
r. Capauck, «PROMOMED"y

H JTOTOTHIT KOMIIaI M,
JJIEMEHTHI Ju3aiina ¢
rpaduyeckumM  uzoGpakenem
Xapakrepa NCPBHYHO{
YIHAKOBKH, HOMQP
PErHCTPALHOHIOrD

YIOCTOBEPCHHS, HOMEDP CepHH, |
KOJIHYECTBO |

CPOK  TOAHOCTH,
(hnakoHoR, MTPUXOBOIT KoL,

Jononuurtensio  wa  nauke
HaHeceHa uHBopManMs s :
MOHHTOPHHIA JIBHYKCHUS |

NICKapCTBEHHOTO Mpenapara ofr
TIPOH3BOTUTENST JI0 KOHEYHOrO
norpeburens = CPEICTBRO
HIEHTH(HKAIIHH,
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fpenapara ot nmpoussoamrens  jo T
KOHCYHOrO notpebureny - CPENCTBO |
‘ HIICHTH(DUKa Y, ) - |
Xpanennue. ﬁﬁasunme}mom OT €BETa MecTe, Ipu TEMIIEPATYPE HE Bblle 25°C | Cpok rogmocty 2 roJa IJ

l'omen 1o 04 2024
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Pemenue Ynommmoqenﬂoro JInua:

Hoarsepxnaro, yro CEPHSL IIPOH3BE/ICHA B COOTRETCTBHY ¢ JInnensuei na [POH3BOACTBO No JI0]2-
00102-77/00010672 ot 19.04.2022 r., TpeGoBanusmu Ipasun HaJlJIexalel ponsBOACTBeH O
HPaKTHKH EBpasuiickoro PKOHOMHYECKOI0 coro3a, ACHCTBYIOUINX periaMenTa u CTaHIAPTHRIX
OTCPALHOHHBIX TIpolenyp (COID u COOTBETCTBYET YCTAHOBIICHHBIM TpeGoBanmam ripy

locynapcrsennoii PCrucTpannu. JlokymenTs o IIPOH3BOJICTBY M KOHTPOJIIO KauecTra MPOBEPEHBLI U
0106 pensl.
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