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rax4ofi cepprr4 r,rJrr4 Kax.qoit naprwn [por{3BeAeHHoro
s Poccuficr<ofi @e4epalqtavr LIJII{ BBo3r4Moro s Poccuficrcyro (De4epaqruo

zunayno6uoJrorr{qecKoro JreKapcrBeHHoro flpelapara
rro cocro.f,Hr{ro Ha 06.07.2026 14 .r. 15 NauH.
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Aara BrrAaqr pruperxeHws 06.07 .2026
Ilolsoe 14 coKpal{euuoe (upz Hurwtprrl) Har{MeHoBanvte 3aflBrrreJr.fi Aruaonepnoe

OJIOIPIqECKTIM H": AO ttH
A4pec B rlpeAeJlax Mecra HaxoxIeHLrA 3aflBtrrenq 1 15088. Poccus. r. Mocxsa.
vn. 1-q nv6poscxa.r. A.15,crp.2
I4geuru$uKaIII4oHHbIfi uouep HaJrororrJrareJrbrrlr,rKa 3aflBkrrerfl 7722422237
Aara rocyAapcrseHHofi perl4crpallkrtr t4rtv perr4crpaqvr4 Ltww*o6uoloruqecKoro
rreKapcrBeHHoro rpenapara 05 .09 .2022
Perzctpaqzosnufi HoMep ttl,rl.ryuo6uoJrorruecKoro JreKapcrBeHHoro rrperrapara
nn-Ib(Oo 1 1 8 1 )-(P|-RU)
Toproroe HaI,IMeHoBaHIre I4MMyno6uororr4rrecKoro JreKapcrBeHHoro [pe[apara
B axuuua uap orurrro-ro pes a.f, K.vmr.vp amHas xun as
M eN4ynap oAHo e HerlareHTo B aHHo e, r4Jrr{ rpy n[vpoBoqHo e, vrv xr,rMr4qecKoe
HaI,IMeHoBaHI4e I,IMMyuo6zorouaqecKoro JrerapcrBeHHoro upelapara Baruuua rls

KI4 KODI{ LI

@oprraa BbI[ycKa Iaunryno6uoJrorvqecKoro JreKapcrBeHHoro flpenapara (c yr<a^:auueira
JreKapcrBenuofi $opuu, Ao3t4poBKI{, BVAayrraKoBKr,r t4 KoJrr{qecrBa B ynaronre)

-10 rur./ - aKTI{qeCKLD(
Hotrep ceppllr r4rrvilaprprl{ I4MMyHo6raororrrecKoro JreKapcrBeHHoro [penapara
M4014 sT130326
HazNa e nos a:alae v crp aHa npo u3BoAvreJu r4MMy no6raoro rrn r e c
[p e flap ara, ocyue crBJrrrc rqero BBr[ycKarcqzfi ronrpo JrE Kaq

HHOE
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H aurr{ e Ho s aHrls t4 crp aHbr rrp o r43B oA raren e il rau lry uo 6 uolo rrFr e c Ko ro
JIeKap crB eHHo ro rlp elap ara, o cyuecrBJr{ro ruI,rx cr a[vw rrp o r,r3BoAcrna Axuuonepuo e

KI4M n" (AO "H[IO "M
BOPI JIO

n

O6reu cepvtur4rrvrraprptl4 [rMMyHo6raororu.recKoro JreKapcrBeHHoro [penapara
2758

(xo,ruvecrno ynar<oror)

Cpox roAHocrlr (rogen 4o) zuuyno6uororzqecKoro JreKapcrBeHHoro rperapara
05.2027

P asp e ureupre BBrAaHo Ha o c HoB aHr4 r,r 3aKJrlo .ue:ervrfl.

r,rc rrbrTaTeJrbHo ro rIeHTp a 3KcrrepTz3 br Kaqe cTB a MeAr4ut4 HcKr4X
zurvryno6zoJlorIl.lecKl,rx [pe[aparon @e4epiubHoro rocyAapcrBeHHoro 6ro4xerHoro
yrlpexAeHIa.a "Hayvnufi qenrp gKcneprl,I3br cpeAcrB MeAr,rqrrHcKoro [pr{MeHeHVr"
Muu Booxp aHeHus P o ccwiltcrofi @e4

(naunaeuorau[e Oegepamlroro rocygapcrBeHHoro 6ro4xeruoro yupex1euua)

or 03.07 .2026 J\lb 683/FIU3CMI.
(aara; (Houep)

(ycuneuuar xaalurfuqzpoBaHHEUr gneKTpoHH€ur noAnrrcb ynoJrHoMoqeHHoro r
uaA3opy n crfepe s4parooxpauenza) /_o
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Blagereu If aprouerrxo [lrlrrprrr-r BceBoJoaoBltt
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Axryrouepnoe o6qecrso

<Hayvno-npoH3BoAcrBeHHoe o6reguHeHne no MeAuuHHcKr,rM HrrrMyno6uororuqecxuM npe[apaTaill

<<Mltxporen>l

Agpec u ecra ocyuecTBreHr,r, nlrueu3upyeM oro BH,4a Ae.fl Ten bH ocru :

Poccui, 115088, r. Mocxaa, yl. l-.u ,(y6poncrcar, 9.15, crp.2

info@microgen.ru. (495)71 0-37 -87

TTACTTOPT

Nb 0165 o'r 29.A6.26

BarcqnHa naporurno-rcopeBas KynbrypaJrbHafl xuBafl
Banqnua 4tn npoSn.irarTttKIr Koprr rr naportlTa luoQlrnnrar AJrr nprrroroBflenrq pacrBopa AJrrr noArcorr(Horo

BBeAeflHg

PerucrpaquouHoeyAocroBepeHr{e JIII-Nr(0O118I)-(PI-RU)

Hopua'runnaa AoKyMeHrauH, HA JIII-Ns (00l l8l)-(P|-RU) -170624

Houep cepur BaKrrilHbr t{r401426

Homep cepHn BoAbr IUrq H[tteKuHH T130326
Cocras: Oaxa npueusolrHarr Ao3a rrpenapara (0,5 rul) corepxfir:

{,eft crryroulue BeurecrBa I

- Bupyc KopH - He Meuee 1 000 (3,0 lg) rraneaux quronarorennrrx Ao3
(rrIA5o);
- Bupyc naporura - He N{eHee 20 000 (4,3 lg) TUA50;
Bcnoproratenbubre BeulccrBa :
- rogurrfi pacrBop JIC -18 - 0,08 *r.ir ;
- xeJraruHa pacrBop 10 Vo - 0,07 un
- reHTaMHIlr,tHa cylr$ar - ue 6olee 20 rtrxr.
?acraoprrre,nb: BoAa gne r.rurexuufi

Koauqecreo B cepur, eA. u3MepeHua 2758 ynaKoBoK

,{ara npou:norcrsa/ Aara BbrnycKa 0626

flara oroulauu, cpoKa roAHocrr{ 0527

Pesyrltatrr ucnulrauufi

Konrponupyerrrre
IIOKA3ATEJITI

Tpe6oaarurr
cnequSlrrcaqnu

MeroAur
r(oHTponff

Peryrrurarrr
trcnurranlrir

Ouncauue Jlnorl u.tuaar -
olHopo.qHa, nopncTa,
Macca oT xeflToBaTOnO

ao po3oBaroro uBera,
rl,lrpocKonHr{Ha
Boccrat{osaeHHru;
npenapaT - npo3paqHa,r
)KH.EKO0Tb PO3OBOTO

uBeTa

BusyaruruI
JLrotluansar - oAnopoAual
[opHcTa, Mac9a
x(enToBaTo-po3oBoro
rlBeTa! rHrpocKonHqHa
BoccraHosneHI.rr:E
npenapaT- npospaqHat
)rfl4.rr,KocTb po3 oBoro qBeTa

;ffi_h
floAnuuHocrr .{onxeH coAepxarb

BHpycbr KopH u
napoTr,tTa

P eaKur.l.q nefi 'rpal usartr.u.r

uHTolaroreHnoro,qefi crsas
BlrpycoB naporHTa E Kopu Ha
rlyBcrBHTeJIEHute xlermu Vero
cnequr[uvecrcr{Mu Hrtt MynHbrN{ H

cLI BOll(lTI(aI!{t4

d
q

';;iiltili
Bpelra pacraopeurrr fionx<eu pacrBoprrbc, B

TerIeHI{e 3 rrauH nDu Busyaarsrrfi a*

Cry. I ur7



BHeoeHr.tr,r B aMnyny 0,5
MN BOAEI AJI,I I4HbeKI.(Hfi

Ha Ao3y

Br-leceHlru B aMnyny 0,5 MJr

BOAbr An' UH6eKUr,r[ Ha

Ao3y
Coorsercrever

pH 4r7,3 to7,9 floteuuuo rrr erpuuec rn fi ,
ro Po

7,7
CoorseTcrsyet

Mexasuqecrue
BKJIIOIIEH}I.'I

B 2 arranynax ur 80

AonycKaeTc, HaJII4rtHe

MEXAHHYCCKI{X

nKrrcqeHafi

BuayalsHsrfi,
ro P(D

Coornercrayer

flotepa B Macce nplt
BbtcylllHBaHl,tH

He 6orce2,0 Yo fpanuuerpuuecrcufi,
fo P(D

0,9 yo

Coorgercraver
Crepurrnocrr He AorxeH coAep)Karb

6arrepnfi u rpn6on
Meroa lrprruoro noceBa IrJrH

uena6paunofi i[r.rnrrpaqun,
ro Po

He cogepx<ur 6arrepufi u
rpu6or
Cooraetctgver

AHoMaarua.q
TOKCI{qHOCTb

,{onxcen 6srrr
HETOKCHIIHbIM

Euo.uorn.recruft,
ro Po

Herorcuqen
Cootsercrnver

Cnequtlrr.rvecral
AKTI'BHOCTb

flpurnrouHaa gosa
BaKqHHbr (0,5 rrrn)

AOrxHa coaepxa'rb He

lrenee I 000 rKanesrrx
qhTonaToreHHErx Ao3
(TUAso) Bnpyca Kopu
(ue uenee 3,0 lg
TI-[,{5q/0,5 Ma) u
He MeHee 20 000
TKAHEBbIX

rlr{TonaToreHHbtx Jlo3
(TI{[so) Bnpyc naporura
(ue ueuee 4,3 lg
TIIA:o/0,5 rvrt), c

npeo6aagaulrevr
rrapoTHTHoro

KOMTIOHCHTA HC MEHEE,
qeM Ha 0,9 lg eupyca
Tl[.IIso/0.S ua

I(yrrrrypanunnft
(Onpege.neure no
rl,HTonarorenHo My,u,efi crB aK)

Br.lpycoB ua rcrerxu Vero)

Blrpyc xopn - 13800 (4,14
lg TII{50i0,5 rur)
Bnpyc naporura -125900
(5,1 lg TI{{50/0,5 nirn)

Coorae'rcr:ayet

Euqnft
curoporovurrfi
anr6yruuu

He 6onee 50 nr s oaEofi
npHBHBOqHOfi .4O3e

BAKUIIHbI

I4u ruyno$epr'aeHrHrtii, f O PQ 6,2
Coornmcroyer

Earrepualuuure
3HAOTOKCHHbT

Mesee 20E3,lun Ka.recrseHHHft rear-rporu6 recr,
ro Po, ooc.1.2.4.0006. I 5,
neroa A

Meuee nreHee 5,0 E9/rul

Hoctopounne
IIpHr\{ecu:

reHTaMr4[Hfra cYaEdaT

He 6olee 20 rrarcr n

ogHof npunusoqHofi
AO3e BaKr.l?rHbr

Mero4 4raSQy3rdlr B arap,
ro Po,
ooc. r.2.4,0010.18

70,7
Cooreercteyer

PacrnopnreJrb, BbrtrycKaeMbrfi B KomrrremTe c trpetraparoM: BoAa gnR uuremqnrl
Onucauue Eecqeeruar npo3paqHa,

,r(HAKocrE 6es:anaxa
OpraHorenrnqecKHfi Eecqrernar npospaqHaa

)I(HrKocrb 6es sanaxa
Coorserctsye'r

pH or 5,0 Ao 7,0 florexqaouerpu.recxufi , f() PO,
ooc.1 .2.1 .0004.1s

5,9

Coorsercrsyet
Kttcloruoctr n.uu

u{eaoqHooTb
flpu noruaenuu
)I(eJrTOrO OKpalllI,lBaHU'
oHo AoJr)r(Ho H3MeHHTbon

Ha KpacHoe uIn po3oEoe
or npu6aaneHra He

6oaee 0,1 ul 0,01 M
pdcmaopa ilaillprtfl
eudporccuda; npu
[of,BJreHHrI KpacHoto
unlr po3oBoro

oxpaul,IBaHHfl oHo

KaqecrseHHax pearuu,R c
t[emo.noaoro
KpacHoro pacTBopoM,

IO PO, OC.2.2.0019.18

K
C

,I.ICJIOTHOCTh

)rpacra g3MeHHJracB or
pH6aE#@fE&LI{rr 0,0
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Crp.2 uz7



AoJIXHO r.r3MeHr4TbC' Ha

,(ejrme or npH6aBneHH,
He 6onee 0,15 ul 0,01 M
pacntgoPq

xtoplrcmosodopoduoti

3nerrponpoeoAHocrE He 6oree 25 rr,rrCu/clrr Ko tt,4yxro netpuu ecxu fi ,
EBponeftcras @aprtraxonea 8.0

I0,0 tvtxCu/ctrr

Coorsetcrever
Mexaguqecrcue
BK,lIIOqEHH.,I

Bl,t,[t.trrrure qacruubl

,{oaNex BbraepxrrBarr
rpe6oBaHH,

Bnsyaluurrfi,
I-o Po, ooc. 1.4.2.0005.1 8

BsrAepNusaer rpe6oaarua
Coornercrayer

Heruau r,,t ure rracrlru6l B oAHofi arr{rryJre,

6yru.uxe rrnu $raxoHe
cpeAHee qucro qacTl,tq

pa3Meporu 10 rrlxrrl r.r

6o.nee se AoJlrr{Ho
npeBbrruarb 6000, a

cpeAHee qucflo qacTHu

pa3Mepord 25 uxu n
6oree ne 4onxcno
npeerrua'rr 600

Cveruo-QoroMerpHqecK!{fi !

ro Po, ooc. I.4.2.0006.1 5 Cooreercrayer

Cyxofi ocraror He 6olee 0,001 % I-paru uerpuuecruft,
ro Po, @c.2.2.0019.18

0,0003 %
Coorgercrever

BoccraHaerHBalourue
BeuecTBa

,(onxHo coxpanarbc,
po3oBoe

okpaut{BaHrre

Pearqus c pacrBopor{ KanH,
nepManraHara H cepHofi rHclorofi
pa3BeAeHHofi,

ro Po, oc.2.2.0019.18

Pososoe oKpaurrrBaHlte
coxpaHreTcs
Coorsercmyer

Vruepo4a Ar.roKcu.u, He aorNno 6rrm
[o[,IyTHeHI,tf B Ter{eHHe

l.t

Pearcuur c KaJrBur{, t'r.rApoKcH,(a

pacrBoPoM
(usaeorrorofi aoaofi),
ro Po, oc,2.2.0019.18

Breqesuelrnouyrneuue
ue ua6rro4aerca
Coornerctnyer

HHrparur H HHrpHTbr He 6onee 0,00002Yo
(0,2 ppm)

Pearqur c,(rd4)errinaMHHa
pacTBopol\I

ro Po. oc.2.2.0019.18

ueuee 0.00002 %
Coorrercreyer

ArvttrrounI He 6oree 0,000020/o
(0.2 ppm)

Peaxqur c pearcTlrBol{ Heccnepa,
fo Po, oc.2.2.0019.18

rrlenee 0.00002 %
Cootnercrsver

Xaopu,uu He Aolrruo 6rrru
onaJrecqeHultu

Peaxuur c cepe6pa HHrpara
pacTBopoM,

fo Po, oc.2.2.0019.18

OnaaecqenuuR ue
Ha6flroaaerc,t
Cooreercrsver

Cynr,r[atu He Ao.nrruo 6rrrs
noMyTHeHI.tx B TerIeHHe

He MeHee 1 .r

PearcunR c 6apua xnopuaa
pacTBopoMr

ro Po, oc.2.2.0019.18

BreqeuueIvnouyrneuue
ue sa6arulaercl
Cootrercrryer

Italtuufi r,r naruuil ,{orxcllo Ha6r roAar6c,
qncTo cHHee

oKpauuBaHue pacTBopa

(6es (:uoaeronoro
orrenr<a)

Pearuua c Harpg, gAerara

pacTBopor{,

ro Po, oc.2.2.0019.18

Ha6rtoaaercr qncro q,rHee

okpa[IHBaHUe pacrBopa
(6et r[uoreroaoro
orreHrca)
Coo'raercrayer

Tr>renue Iuerar.ulbl He Aoaxso 6rrrr
oKpauHBaHHfl.

,{onycrulra cna6as
onaJIecueHrIIlf, oT

arr,flenusueficf, ceD6r.

Peaxurs c HaTpH,
pacTBopoM,

ro P(D, oc
METOA I

Orpauursauue u
onanecueHrlH, lte

,ua6rrcgaetcx
pooraercreyer

Hssrexaerurrrtr o6telr ,[,orlxen 6rtrt ne rraenee

HOMUHaJI6HOTO, eCJIH

ynaKoBKH HccJreayrcTc,
14H.u,r{Br,rgyarEuo.,{.nr

yIIaKOBOK C

HoLII.IHaJIrHEIM o6T eltolrl
2 rrln n rrleuee

l.tluepeuurrI o6reu

ro P@,

fooruercraver

Crp.3 us 7
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Aon)KeH 6rtrr ue ueuee
cyMMbt Ho[{HHaJlbHbtx
o6geMos
LtccJre.II'oBaHHbtx

EarcTepualrxue
3H}IOToKCHHEI

flpe4enrnoe
coAepx(aHHe

6axrepualsurrx
3HAOTOKCI'HOB B

npenapare ue 6olee 0,25
E3/ua

Kaqecrneunrrfl re.ns-tpou6 recr,
ro Po, ooc.1.2.4.0006.15,
MCTOA A

rr,renee 0,25 E3/un
Cootaercrayer

Crepursuocrr ,{orxreu 6urr
cTepr4JIbHbII,r

MeroA trpruoro noceBa raJ]H

METOA

uelr6pannofi { nlrrpaqun,
fo P@,

ooc. L2.4.0003.15

Crepr,rarno
Cooroercrayer

Ynaroexa Iepnuvnat ynaKoBxa -
BaruuHa
BarqnHy BbrnycKaror tro
I Aore s aMnyne
BMecrgMocrBto 2 ua llg
c'rerna 1-ro
I'HAPOIHTI,IqECKOIO

KJIaCCa.

Ha xaN4yro aM[yny
HaKJreuBaroT STHKeTKy

caMornerrqyrocfl t7fiH
TEI{CT HAHOC'T

HenocPe.q,cTBeHI{O Ha

aMnyny MeTOAOM

ranlecrpyfi uofi ueqa'ra.
Pacraopurers (Bo4a aru
uHrcxquE)
flol uaBar\{nynax
Ha rcalr<gyro a[rnyny
HAI(JIEI,IBAIOT STHKETKY

car\{oKrerrulyrcc, HflH

TCKCT HAIIOC'T

HenocpeAcTBeHHo Ha

aruflyJry MeToAol\{

KannecrpyfiHofi neqarn.
Bropnunar ynaKoBKa
B naqre u: r<aprona l0
aMnyn c Bar(urzHofi rro I
Ao3e B aMnyJre,
notueuleHHLrx B

KoHrypHyn rrefironyro
ynar(oBKy, 10 arvrnyn c
pacrBopureJrev (noga
gnn unrer<qufi) no 1 rran

B aMnyJIe, noNteII{eHHElx
B KoHrypHyro
rveixoryrc ynaKoBKy
BMecre c uacrpyrquefi
no MeAHU?tHCr(OMy

nplt MeHeHHro (ltcrrcoru-
BKJra,ublueM), Ho)KoM
aMnyJrbHbrM HJr!,

crcapa{nr<atopon
arltnyJIbHbIM.

,{ononrurrentHo B narrKy
IloMetqarcT BI(JIaAbl IrI C

JIHqHbIM HOMEDOM

Busyaarnrrfi

A

p

a

v
tl

B

a

c.

a

I

Iepor,ruHar ynaKoBKa.
laruuna
larcuuna BbrnyuleHa n,

io3e B aMnyne
Mecrr{Mocrgro 2 un *t
terlra 1 -ro
u.apoflHTuqecKoro KJII

Ia rorlyn aMnyny
:AKJIEBHA 3TflKETI(A

aMoKJreflrllEUrc,

'actsoputelr (Boga p

ntexqaE)
Io I rtraBaMnynax
Ia xaN4yro aMnyny
IAKJIEEHA STNKETKA

a[rotolerularc,

ItoprauHar ynaKoBra
I ua.rre ur rcaproua l(
Mtryn c Bar(rlrHoft tto
,o3e B ail{nyJle,

oMerqeHHbtx B

oHtypnyro xvefiroeyr
laKoBKy, l0 alrlnyn c
acrEopuTeneM (Bo,qa;

nrcrcunfi) no I Mn B

Mnyfie, IoMeuIeHHbrx
oHTypHyro ,'refiKoBy!
naKoBKy BMecre c
ucrpyxunefi no
reALtut{HcKoMy

pr,rMeHeHuro (aucrror
rraasrurelr), Ho)r(oM

MnynEHbtM nnH
rapu(luxaroporu
MIIy.nbHbrM.

[onorHlrremuo B naq]
or{eu{a}9iRmefibrru c

1

vcca.

,JTfl

[,Ifl

B

Ky

YAn

cal

o\
Io
lr

ffi
Crp,4 us7



yKnaaqr,rKa. [Ip14

y[aKoBKe aM[yJr,
uMeK)uHx Konbuo
ra3iroMa Hnu TorlKy aJlrr
BCKPbtTHr, HO)K

al{nynbHbrfi Hnr-l

cKapH$ur€rop
a[rnynbHbrr He

BKIIAAbIBAloT.

HE BKJIAAbIBAIOT.

Cooraercruyer

Mapxnpoara flepanrnar ynaKoBKa.

Ha aunyae c BaKuuuoii
yKa3brBarcr:

Coxpauennoe roproBoe
HAHME}IOBAHHE

npenapaTa
(((BAI(I{I,IHA
IIAPOTHTHO-
KOPEBAT)),
KoJruqecTBo npenapara B

aunyae(<1,{.>), nyrr
BBeAeHH, ((fYI())),
HOMep Ceprrr,r

(6yrcneuuo-u,url ponoe
o6osHa.teH[re), Aary
HOTeqeHHfl CPOKa

foaHocTH,
Ha gruxerxe aMnynbr c

eaxuPrHofi yKasbrBaror:

Coxpauenuoe roproBoe
HAHMEHOBAHI'E

npenapara (Baxur.*ra
aaporHTHo-Kopenar),
KOIUqecTBO npenapaTa B

al,rnyne (l aosa), nyrr
BBeAeHult (no4xolnxo),
HOMep cepaH
(6yrceeuHo-quQpoeoe

o6osnaueune),9ary
HCTeqeHH' CpOKa

ro.[HocTH.
Ha aunyne uln

3THKeTK9 aMnyJlbr c
pacTBoprdTeJreN{

yKa3brBarcT Topr-oBoe

HA[,IMEHOBA}ITIE

pacTBopr{TeJrr,

I(OJIHqCCTBO

pacTBoplrTenfl B aMrryJre
(o6terrr r rrrun.nunnrpax),
HoMep cepl{H
(6yrsenno-ryulpoaoe
o6osnaueaae), AaTy
ltcTeqeHr.L cpoKa

roAHocrr,r.
BropH.ruar ynaroBra.
Ha naqte c koMnjleloot\.t
yr(a3btBaroT:

a) roproBoe
BAHIT,lEHOBANHE

npeuapara (BarqraHa
napoTHTHo-KopeBtur

KynbrypanbHaa rrneaa),
HAHMCHOBAHHE

llepnuunar yrraroBKa.
Ha sruxerKe aMnynbr c
aaxqunof yKasaHo:

CorpaulenHoe roproBoe
HanMeHoBaH14e npenapaTa
(Baxunna naporHrHo-
xopesaa), KoJrnqecrBo
nperapara o arranyne (l
aosa), nyrr BBeAeHH,
(no4rorxno), Horrr ep cepliH
(6yrceeHuo-uuQponoe
o6ognaqenue),,{ara
HCTeqeHU' CpOKa

roAHocTr,r,

Ha grurcerre aMnyJIbI c
pacTBopr{Teir€M yKa3aHo

ToproBoe HaHMeHoBaHHe

pacTBopI{TeJrr, KoJrHqecTBo

pacTBopHTeJr.fl B aMrryne
(o6rer'r a uunnunurpax),
HoMep cepun (6yrcaeuno-

uu{ ponoe o6osnareHue),
aaTy }4creYeHr,r,l cpoKa
ro.&HomH.

Bropr,rrnaa ynaKoBKa.

FIa naqxe c KoMnJreKToM

yKa3aHo:

a) Toproloe HaulreHoBaHr,re

npenapara (Barurana
napoTr/rTHo-KopeBaf,
KynbrypanhHar xuaar),
TOpnoBoe HalrMeHoBaHrre
pacrBopuren, (aoga gar
unreriqnfi);
6) rpynnr.lponouuoe

HaHMeHOBaH[re nPenapaTa
(Barquna ana
npo$urarurxn KopH r,r

napornra);

*Loffi
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pacrBopnreJr, (sota Arr
nnreruufi);
6) rpynnaponornoe

HauMeHoSaHue

nperapara (Barqlrua
arr npodruraKrlrKu Kopu
a napornra);
n) corpauleHuoe

Han[teHoBaHHe

Aep)KaTen,
perr4cTpauHoHHoro

y.qocro BepeHur/np ous no

AHTeJI, neKapcTBeHHOrO

nperapara (AO (HnO
<Mnxporex>) r.r ero
rorapnufi anar;
r) agpec u rene$ou
Iep)r(aTeJI.fl
perHoTpar{HoHHoro
yAocToBepeHr,rxlnp ona no

APrTen, neKapcTBeHHoro
npeIIapara;

x) nercapcrneHnyro
r[opvy (nuoQualrrar .unn
npHroToBIeHHfl
pacTBopa AJI,
noAko)I(Horo aee4ex r,rr ) ;

e) gosrlpoura.qnn

AaHHOTO

IeKapcTBeHHOrO

[penapara He

ycTanoBJreHa,

N) xolu.recruo
JreKapcTBeHHoro

npenapaTa B ynar(oBKe
(10 arunyn earuuHu uo 1

Ao3e) KonuqecrBo
pacTBopr,tTeJrrr B
ynakoBKe (10 arrlnyn
pacrBopurer, (noaa ann
uHrerquff) uo I rrrn);

s) lln$oprrraqr.rr o
coaTaBe Jrer(apcTBeHHoto
npenapara (Cocrae) u
cocTaBe pacTBopr,tTeffi
(Cocras pacraoprrena);
u) norr.rep cepnu
npenapaTa H HoMep
ceplru pacTBopnren,
(6yxoenuo-qurl ponoe
o6osnavenne);
n) lary npouoBo,uorBa

npenapara;
n) aary HcreqeHr4t
cpoKa roAHocTH
KoM nfl eKTa (I(o nr n.neKr
ro4eu ,qo...),
rr,I) ycaonur xpaHeHHll
(Xpanr.nr npu
reMneparype or 2 .qo 8
oC. He aarrropalruaarr);
n) nyt aeeaeuua (na

qHoft yuaronre He

rooapnrrfr snar;
r) aapec H renealoH
aepxarenrr

PernCTpaquoHHoro
yaocroBepeHHr/np ousao[u
Ten, neKapcTBeHHoro
npenapara;

A) aerapcrueuuaa ( opva
(nuoipunnear 4nr
npHroroBJreHH, pacTBopa

AJL nOEKO)KHOIO

anegeHur);
e) gosnponxa aJrfl .qaHHo.o
JIeKapcTBeHHOTO

[pe[apaTa He

yGTaHOBiIeHa,

rr) r<o;ruuecreo
JreKapcTBeHHoro

nperapara e ynaronxe (10
aMnyn BaKqHHrt no 1 lose)
KOJTHqeCTBO paCTBOpHTen'

B ynaKoBKe (10 aunyn
pacrBopl4Ter, (roAa a.ns
uHterquft) no I un);
:) uu{roprvrar-1nr o cocraBe
neKapcTBeHHoro

npenapara (Cocraa) n
cocTaBe pacTBopl,rTen,

(Cocras pacrnopurenn);
r) norrrep copuu npenapara
u HoMep cepnu
pacrBoprlren, (6yrneHuo-
qur[poaoe o6osHaueHre);
x) aary npou3eoAcrBa
IIpenapara;
n) Aara lrcreqeHrur cpoKa
loAHocTlr KoMnJIeKTa

(I(orrannem ro4en 4o...),
u) ycnoeur xpaHeHx,
(Xpauatr npra

reMneparype or2 ao 8 oC.

He aauoparuaatu);
H) nyT r nre4enua (na
nropnuHofi ynaKoBKe He

yKa3aH, TaK KaK OH

BKJIIOqCH B HASBAHHE

neKapcrBeHHofi $oprr,rrr);
o) ycaonraa ornycka;
n) npe.qynpe,qr{reJrbH6te
Ha.qnBcn :<<Ctep ulruo>1,
(XpaHurL B He,qocrynHoM

Ila Aereft Mecre);
p) urpux-rco4;
c) cnoco6 npuMeHeHu,s
(<Cnoco6 npr{MeHeHr,rr:

W,ffi:r,? Li
ni-L-4s
>#c<ar iid
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yKa3aH, TaK KaK oH

BrulIOqeH B Ha3BaHt4e

JrexapcrBeHHofi Qoprusr);
o) yclonur ornycra;
n) n pe.uynpegurerrrHbre

HaAnucH :<Crepurruo>,
<Xpauurr n

HeAOCTynHOT\' Irlq Aerefi
iltecTe);
p) urpllx-xog;
c) cnoco6 npr.rMeHeHn,
(<Cnoco6 npuueueHrfl:
cM. Hl{cTpyKu}r}o no

MeArruHHcKoMy

npHr\,reHeHnrc (n uc'ror-
axnaaurur))>;
r) cpegcrno
u.[esrudrlrauur.r.

TltaucnoprupoBann e llpu rerrlnepar:ype o'r 2 go 8 "C. He ravopaxuearl

XpaHeHr,re llpu rerrrneparype or 2 .u.o 8 oC. He aarrloparruuar:r

Cpor roaNocru I roA ,(aranpor.r:norcrea 02.06.2026
foaeH ao 31 .05.2027

3aK.rtto.reHue: Barculltra napornrHo-KopeBa, KyIrr,rypaJrbHa, xnBar, auo{rn.nn:ar An, npnroroBneHH.a pacrBopa

An, noAroxHoro BBeAeHr.l, I lora cepun Ne M401426 B KoMnneKTe c pacrBopurelreu cepr4u

NqT130326 coorBercrBye'r'rpe6onanuarr,r H[ JIII-NI (001 l8l )-OI-RU)-170624

HaqanrHHK OKK JZn/"/ {
dama

I'{&IKPOTEH
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