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ITACIIOPT No 2683

% TPOMOMED
bBuoxumur
430030, r. Capanuck,
yi1. Bacenxko, 15A

(8342), ren. 38-03-68

Hedrpuarcon,

NOPOUIOK /LISt HPHTOTOBJIEHMSE
PacTBOpa 51 BHYTPHBEHHOIO 1
BHYTpHMbIIICHHOT0 BBexenns 1,0 ¢
Ne 1
P N001456/01 ot 28.10.2021

Homep ceprun 1761022

153600

Konuuectso, nau,

Jlata
11 DOH ABOJIICTRA

Anaims seinoynen no P N001456/01-281021

Haumenopanue noxasareneil

Tpebopanus k kauecrsy no HJ]

PC3yHI:TaTbI dHaJIN30B

Onucanue

[Tourn Genblii WK KENTOBATLIH
KPHCTATHYECKH I TOPOUIOK

TTowru Genniii
KPUCTAJUIMYECKHI TTOPOIIOK

Bpems pacrsopernus

Bpewmst pactsopernns npenapara B S M
BOJIbI JUISt HHBEKIMH, 5% pacTropa
rinokosst u 0,9 % H3oToHnueCKoro
PAcTBOpa HATPUS XJIOPHAA HE JLOJDKHO
IPEBBIIATE 2 MUH: B 3,5 MJI pacTBOpa
nupoxkauna 10 Mr/sn He 1079KH0
IIPEBRILATE 4 MMH.

TMoynunnoets
Hedpmpuarcon

Bpems pactBopenus npenapara
B 5 MJT BOZBI JUIsl HHBEKIHIA.
5% pactBope r10ko3bt 1 0,9 %
H30TOHHUYECKOIO PACTBOPA
HaTpH:A XJI0pHa He
MPEBBIIACT 2 MUH.; B 3.5 M1
pacTropa numokansa 10 Mr/min
HE IPEBbILIACT 4 MHH, '

B]'JEMFI YHACDIKHBANHS OCHOBIHOIO [THKA Ha
XpOMATOIPaMMe HCHBITYEMOTO PacTBopa
MOJIKHO COOTBETCTBOBATL BPEMEHH
YACPIKUBAHUS HKa HedTpHaKCOna Ha
XpOMaTorpamMme CTaHIapTHOro
pacTBopa.

Hoarsepikaena

Hampuii Kayeersennan peakuust b Ha narpuii lHontsepicaena
OIHOPOAHOCTH Macehl I'd PO 1,149
Otritonenue cpeaieii macen! +0,7/-0,5
COACPIUMOTO KKA0r0 U3 20 hrakoHon
HE JI0JDKHO TpeBbnnars + 10 % o1
onpeneneHto w3 20 Quiakonos cpenHeit
MacChl KOJIHYeCTBa Mperapata
YensHOE Bpauenue, © Ot -155 10 -170 -165,2
Ipospaunocts Homxen GbITh po3pauLmM Pactsop npenapara
‘ ‘ Hpo3pavHbIf
[{BeTHOCTS Joloken  BRiepKHMBaTL  cpasHeHue ¢ Beuiepskupaer cpannenue
orajionom Ys wian BYs C oTalIoHOM Y5
Bona, % 018,010 11,0 9,49
pH pacrsopa Ot 6,0 o0 8,0 6,68




CrpaHnuya 2 m3 5

Mexanuueckue BRIIOUCHHS
- GUOUMBIC

- HEGUOUMBLE

Homxen sbyiepxuBaTh TpebOBaHMA

['d Pd

Huceno wactun pasmepom 10 mxm u Gosiee
HE JI0JDKHO tpesbimarh 6000 B 1
nakoHe, YHCIO YACTHIL pa3MEPOM 25
MKM 1 Qosiee He JIOJIKHO NPEBLIIIAThH

600 B | duakone.

13

1098

22

Poncrpennsie npumecu, %

JIroBoit exunuyuHoi npumecn - He Gollee
1,0

Memnee 1,0

Cymma mpumeceii - He 6osice 4,0 0,20
Ocratounsie oprannyeckue | Aneron — ne Gonee 0,5 0,01
pactsoputent, % 2-nponanon — ne Gosee 0,5 He oGHapywxen
Jranon - ne Gonee 0,5 0,02
Drunanerar- ne donee 0,5 He oGuapywen
MeTtanon — ne Goaee 0,3 0,14
MeTtuienxnopun — ne 6osee 0,06 0,04

Aunetonnrpui — He Gonee 0,041

He oGuapysken i

Tpusrunamun, %

He 6onee 0,05

He obnapywen

N N-pumeTHnanvimn, %

He 6onee 0,002

He o0napyixen

2-9THN reKcatoBast KHcnoTa,
Y%

He Gonee 0,8

He oGnapysxena

baxTepuaibibie
IHJIOTOKCHHBI, ED/Mr

He Gonee 0,05 ED na 1 Mr nedrpuakcona

Meuee 0,05

AHOMAJIBLHAS TOKCHUHOCTE

lpenapat jomken OBITL HETOKCHYHBIM

Herokeuumptit |

CrepunbHOCTE

[Tpenapat nosmiken ObITh CTepHIIBLHBIM

Crepuitbuniit .

Conepixanue seiictBytomiero | He menee 90 u ne Gonee 110 or 94,6
BelecTna Bo qguakone, % KOJIMYCCTRA, YKA3AHHOIO HA YTHKETKE
OJmopoanocTs nosuposanus | ' Pd 4.8
[Ipu n=10 AV<L]1; L1=15,0
[Ipu n=30 AV<LI u Bce 3mauenus x;
YIOBICTBOPSAIOT HEPABEHCTRY
M- xi|<0,01+[.2+M
Kosmuectsennoe He wmence 850 u wuc oHonee 1000 B 911,7

OIIPENENICHHE, MKT/MT

fepecHeTe Ha 6CBBOIIH()C H HE
coIepiKalee ocrarouHbIX OPraHH4vYeCKHX
p{?:CTBDpHTCJIBI\;I BCLICCTBO

Ynakoska

[To 1,0 r peiicTByionmiero pemecTea BoO
(pIaKoHBl  CTCKNSHHBIE  HOMMHAIBLHOI
BMECTHMOCTLIO 10 M,  repMmerHuio
YKYHOPEHHBIE PE3HHOBBIMH  TIpoOKamHu,
o0xkarble KOMIAUKAMH aTIOMUHHERBIMH,
Ha dnakon naknensaior camoKesmyocs
ITUKETKY HIIH TEKCT MapKHPOBKH HAHOCAT
HEMOCPEACTBENHO Ha (WIAKOH METO/0M
riyBoKoi HeyaTy OnicTpo
AKPEIUIAIOUEHCH KPACKO.

[o 50 ¢naxornos ¢ npenaparom ¢ pasHbIM
KOJIHUCCTBOM HHCTPYKIHH 1o
MEIHLHHCKOMY TIPUMCHEHMIO MOMEILAIOT
B KopoOKy W3  xaproHa (s
CTALHOHAPOB).

1,0 1 neficrrytouero seiecTra

BO  (iakoHe u3  tpydru
CTEKIIHHHOMN Utst
NEKAPCTBEHHBIX CPCIUCTR.
BMCCTHMOCTLIO 10 ML,
repMETHYHO YRYTOPEHHBIC
NpoOKAMH  PC3MHOBBIMH - |
obikarsie KOJITAYMKEM
ATIOMHHHEBBIMH.

Ha (hnaxkoun HaKjeena

CaMOKIISAIIAACS FTHRETKA.

1 dnakon ¢ npenaparom B
HHIAMBHAYVAILHOW  nauke M3 |
KapTOHa BMECTE ¢ HHCTPYKIUCH
11O [IPUMEHEHHIO,




CrpaHuua3 was

Kopolbky OKJICHBAIOT ITHKETKOMH-
BanJieponsio WM Ha  KOpoOKy
HAKICHUBAIOT ~ OTUKETKY M3 Oymaru
ITHKCTOYHON Win ofeeTHol unu no TV,
HJIH MEJIOBAMIION MM CaMOKICAIYIOCs
3THKETKY.

[o 1, 5 10 dmaxonor ¢ npenapatowm
BMecTe c MHCTPYKUUEH o
MEHHHHCKOMY TIPUMCHCHHIO TOMELAIOT
B [1a4YKy M3 KapToHa,

Ynaroska npenapama ¢ xomnaexme ¢
Pacmeopumeem.,

Pacrropurens: Bosa uis unbekimit

(o 5 mu B amnoyie CrexkisHIoil), 1o
KavuecTny COOTEETCTRYIOLIAS
tpebosannam PY JII1-006179;

Wi Jlugokaun  pacTBop s MELEKLUHI
10 mr/mi (mo 3.5 mMn B ammyne
CTEKIISIHHOIT), COOTBETCBYIOLINI
tpedosanmsm PY JITT-006179.

B KOMIuieKT BXOIAT:

a) 1 daxon ¢ npenapartom u 2 amiysn ¢
pacTBopuTesieM — Boaa Juis MHBEKIHIA;
6) S haxonos ¢ nperapatom u 10 amnyn
C pacTBopuTe/ieM — Boja Ui MHbeKIuii;
B) 10 raxonos ¢ npenaparom 1 20 ammy
¢ pacreopuresniem - Boaa U HHBEKIHI
r) | duaxon ¢ nmpenaparom 1 1 amiyna ¢
pacrsopuTesieM — JIntokans pactsop s
HHBbEKUHH 10 mr/mig

JU) S (IakoHOB ¢ PETIAPATOM U 5 aMIyJ ¢
pacTBopurenem - Jinnokann pacrsop g
wasexuui 10 mr/mor;

e) 10 dnaxonos ¢ npenaparom i 10 amItyJ
C pacreopuresiemM - Jluaokanu pactsop
st uabekumid 10 mr/mur.

Kommrexr momemaior B nauky w3
KapTOHa BMECTC € MHCTPYKLUMEH 1o
MCJIIHHCKOMY TIPHMEHCHHIO.

Mapkuiposka

L. lleppuunas ynakopka,

Ha ¢uaxkone ykaswBaior naumeHoBamue
NPCANPHATUSI-U3rOTOBHTEIIA.
HaAHMCHOBAHUE TIpenapard, «IOpoOILIOK
TSt NPUTOTOBJICHUS pacTBopay
CojlepIKanue NeHCTRYIONICTO BELUIECTRA BO
(hiriakone B rpamMmax, HOMEp CepHH, CpoOK
FOIHOCTH, YHHKaJbHBIH HOoMep EAN-13.
Ha srtukerke  duiakona  ykaseisaror
HAUMEHOBAHHE rpenapara,
TICKApCTBEHHYIO  (pOpMY,  colepiKaHue
ACACTBYIOLIETO BellecTra BO (IakoHe B

L. Hepsnunan ynakoska.

Ha stuxerxe duiakona ykasano
HauMenoBaine npenapara,
JIEKapCTBEHHAs hopma,
CojepiKanue  JicHcrsyiomero
BCIECTBA  BO  (pmakone B
rpammax,

«CtepunbHo», «[Ipoussencro
AO «bruoxuMUINY,
«PROMOMED®™ w norotun
KOMIIaHHH, 3JICMEHTRI JH3aiiina
C IpaguUuCCKuM n306paKeHHeM |




Crpatuua 4 uz 5

rpammax, «Crepunsnon, « lpouszseneno
AO «Buoxumux»», «(PROMOMED®» u
JIOFOTHII KOMITAHUH, DIEMEHTHI JIn3aiina ¢
rpadudeckuM H300paKCHHEM Xapakrepa
NIEPBHYHOMH YIIAKOBKH, HOME] CePHH, CPOK
IOJHOCTH, YHUKILHBLIH HOMep EAN-13,

[Ipu YHAKOBKE npenapara B
HH/IMBHIYAJIBHYKO  [a4Ky YHHKILHLI
nomep EAN-13 ne ykaspizactes,

2. Bropuunan yuakonka

Ha mauxe, orukerke-Ganjieponu mim
3THKETKC KOPOOKM YKa3bIBAIOT TOProBoe
HAMMEHORAHNE npenapara,
MEAYHAPOHOE HENAaTCHTOBAHHOE
HAUMEHOBAHUE, JIEKAPCTBECHHYIO (POPMY,
Co/lepkane HeHACTBYIOUIEIO BELIeCTBA B
rpammax, «CrepunbHo»,
«Bnyrpusenno»,  «BuyTpUMBILEUHOY,
«Crocob MPHMEHCHH L CM.
HUCTPYKIHION, « XPallUTh B HEJOCTYIIHOM
Ui JieTelt MecTe», YCIIOBHSL XpaHEHH,
yenoBust ornyeka, «lIpousseneno AO
«broxumur»y, KpaTKHit ajipec
IIPOU3BOACTRA (cTpana, roposL),
«PROMOMED®», u norotun xoMnanuu,
DJIEMeNThl  Ju3ailHa ¢ rpaduuecKkum
H300pakeHHeM  XapakTepa  IepRHUHOI
YOAKOBKH, HOMEP  PErHCTPAlHOHHOIO
YAOCTOBEPCHHs, HOMEDP CCPHH, CPOK
IOIHOCTH, KOJIHYeCTBO ¢naxonon,
HITPHXOBOH KOJL.

Ha oruxerke-Gamjeponu ummm 3THKCTKE
KOPOOKH BMECTO YCIOBHH OTIyCKa |
HaAMHCH «XPaHNTh B HEJIOCTYIIHOM JUIs

nereit MCCTE», YKa3bIBAOT ((,HJIH
CTAlTHOHAPOBY,

Ha nauxe ¢ KOMIIJICKTOM JONOJHUTEILIIO
YKa3niBaoT HaMMCeIIOBaAHHE

PacTBOPHTENsA, JICKApCTBEHHYIO  (opmy
PacTBOPUTEIA, J03HPOBKA PACTBOPHTEIS,

obbem pacTEOpHTENS, HoMep
PEruCTpalnoHHOTO JIOCTOBEPEHHS
pacTBopuTEs, HOMED CCpHH

PACTBOPHTEIIA, KOIIMUCCTBO aMITyll, CPOK
TOIHOCTH PaCTBOPUTEJIS,

JlononuurensHo  ma  mauwky, aTMKeTKY
OanACpoh HIIK ITHKETKY KOPOOKH MOIKET
Obth  mamecenma  undopmanms A
Mormropxgrra JIBHIKEIIHA JICKQpCTBEHHOI O

xapakrepa

FOLAHOCTH,

[lpenapar YIAKOBAH B
HHIUBHIYATBHYIO MTauKy.
YHukaipuptii Homep EAN-13
He yKa3aH.

2. Bropu4nasi ynakopka.

Ha nauxe YKa3aHO
HaMMeHOBaHHE rpernapara,
MEKIYyHApPO/IHOE

HECITATCHTORAIHOE
HAUMCHOBAHHC, JICKAPCTBCHHAM

bopma, cojepKanie
JCHCTBYIOIETO  BEllecTBa 1
rpamMmax, «Crepuibion.

«BryTpHBEHTON,
«Buyrpumsiieuno», «Crnocod

IIPHUMCHCHUS cM.
UHCTPYKUHIO»,  «XpaHuth B
HEJIOCTYITHOM JUTst Jereii |
MECTE», YCIOBHA  XDAHEHHS!. |
YCIIOBHSE OTIYyCKA,
«[Tponspeneno AO

«Broxnmur»y», Poccust,
r. Capanck, «PROMOMED"»

u JOrOTHIT KOMITaHMH,
IEMEHTEI Jisaiina o
rpauueckum  H300paKeHney
xapaxkrtepa [epPBHYNON
YITaKOBIKH, HOMED

PErHCTPALLHOHHOTO
YAOCTOBEPEHUS, HOMED CepHH,
CPOK  TOIHOCTH, KOJHYUCCTEO
(pIAKOHOB, LITPHXOBOH KO/
JlononuurenbHo  Ha  nauke
HaHecena  mudopmanus Ui
MOHHTOPHHIA JIBHIKCHH S
JIEKAPCTBEHHOIO Mperapara or
HPOU3BOIUTENS JIO KOHEUNoro
nnorpeduress .
HACHTH(HKAIIMH,

CPeICTBO

HEPBHYUNON
YHAKOBKH, HOMED CEPHH, CPOK |




Crpanuua 5135

mpernapara oT IIPOH2BOJAHTEILS J10
KOHCYHOI'O HO'I‘pEGHTeJIH - Cpelcino
HJIeNTHOHKALNH,

Xpauenne. B 3amumennom ot cBeTa MecTe, IIpy teMneparype He oime 25 °C | Cpok rojwoct 2 roja

lomen o 10 2024

akmouenne OKK. CoorserctByer tpedopanusim P N001456/01-281021
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peramaMcHTd H CTAHMAPTHBIX ONCPAIIMOHHBIX TIPOIEAY]D ) H COOTBCTCTBYCT YCTAHOBICHHBIM

'I"pCG(JBaHHS!M IIpH FOC)’,ﬂﬂpC'E‘BCHHOﬁ PCIrACTpaLlii. HOK)’MGHTBI ITO HMPOHU3BOACTBY H KOHTPOJIIO
KadecTBa NpoOBCPCHLI W O,IIO6]JCH!;;I.

,J"]
o
( Q!‘ -
. ' W A s
g Paapewesno na paanusauumi ) T (Z('f“"
[ i ’
i___ P 0.A. Anapsna (roJumes) (1ata)




