UMMYHOOHOIOrIYecKoro JICKapCTBEHHOT0 IpenapaTa
¢ P006-00110-77/02188627 or 22.04.2025

Brinano AKUHOHEpHOMY obuectpy "Hay‘{HO-HpOI/IBBO,L[CTBeHHOG o0BbeIMHeHne Mo MEeIULUHCKUM
UMMYHOOHONIOrHYecKkum Tipenaparam "Muxporen", Pocenst, 115088, r. Mocksa, yn. 1-1 Hy6posckas,
A. 15, erp. 2, UHH: 7722422237,

(HauMeHoBaHue TOPUANIECKOro 1A, I0pUIMYecKHil anpec, MTHH)
Denepanabuas C1y:x0a mo Hajxzopy B chepe SAPABOOXPAHEHMSI HA OCHOBAHMHK 3aKJII0YeHust
MCIILITATENIBHOTO LEeHTpa OKCICPTU3BI KAYECTBA METUIMHCKHX UMMYHOOHUOJIOrMYe KX NpenapaTon

(HauMeHOBaHMe denepansHoro TOCYIapCTBEHHOTO GFO)KETHOrO YUpexaeHus)
or 18.04.2025 Ne 309/HIIDCMIT paspemaer BBoa B rpaxaanckuii obopoT
(mata) (Homep)
B Poccuiickoii Degepanuu HMMYHOOHOI0rH4ecKoro JIEKAPCTBEHHOI 0 Mpenaparta
BAKTPUBUP KomOunuposannas BaKIlMHa IIPOTHB KOPH, KPaCHYXH U IIapoTHTa
KyJbTypasbHas )KuBas
(Toprogoe HalMeHOBaH¥ue)
Bakimna ms IPOUIaKTHKH Kopw, KpacHyXu ¥ naportura
(Me)KIlyHapO,HHOe HEMaTeHTOBaHHOe HauMEeHOBaHue (prnHI/IpOBO‘IHOG HIIn XI/IMI/II{CCKOG)
THO(DHIM3AT IS HPHTrOTOR IS PacTBOpa 1Ist HOAKOKHOTO BBeeHHs (.5 My (1 noza) -

(V)

(¢opma BRIy CKa (c yxasanuem JIeKapCTBEHHOM (hopmbr, AO3UPOBKH, (haCOBKH) U KONMYECTRO B YIaKoBKe)
00beM cepun

cepun  M0032125 (cepus pacTBopuTens M690225) 2913 ’
HIH IApTHH
(Homep cepun) (xonmuecTBo
YNaKoBOKk)

roges no 02.2027
(cpok TOJTHOCTH)

IIPOU3BOJCTBA AKLHOHEpHOrO ob1recTsa "Hayqﬂo—npomsoncmeHHoe o0beluHeHne 1o
MCIUUMHCKUM UMMYHOOHOJIOrHYeCK UM fipenapartam  "Muxkporen" (AO "HITO "Muxkporen"),
Poccus, 115088, r. Mocksa, yn. 1-g Hybposckas, n. 15, emp. 2 (mpousBoauTeNH (rotosoii
JI®), neppuunas YIIAKOBKA, BTOPHYHAS yIIaKoBKa), cTp. 1 (Bblmyckaromuii KOHTpOJIb KauecTra).

(HaI/IMeHOBaHI/Ie M anpec npousBoau f 1'ﬂ'ar cTanuii HpOI/I3BO)ICTBa)
Perucrpanuonnoe YaocroBepenue No JI[[<R >R -RU) ot 02.12.2022.
Hep:xarenn PErHCTpanHoOHHOro  ynfc A LHHOHEpHOE  0obmecTBo "Hayuno-
TIPOM3BONICTBEHHOE  OObemuHEHHE 10 A MYyHOOHOIOrnYeckum npenaparam
"Mukporen" (AO "HIIO "Muxporen"), OCKBa, yi. 1-1 Jlybposckas, 1. 15,

cTp. 2.

HOKYMEHT IOJUITUCAH

3amecTuTens PYKoBoaurtes NIEKTPOHHOH NOATIACKHIO

Pocanpaenanzopa

A.B. ITapxomenko
Ceprudurar 421) IB24ADE2BBD11 3BDI263FE2CCBCSY
Baazenen Hapxonesnxo Asurpuii Beesoaozosiy
Aelicrsrrenen ¢ 07.04.2025 110 01.07 2026

_ J




Aximonephoe o6mectso
((H‘dy’iHO-HpOHSBOL{CTBCHIIOG o6benuneHuE 110 MeINIHHCKuM MMMYHObROIOrHYECKITM npenapaTtam
«Muxporeny
Anpec mecra OCynIecTBICHIS JHICH3NPYEMOro Bua ACATCIBLHOCTH;
Poccus, 115088, r. Mocxza, yi1. 1-g ﬂyﬁpoacxaﬁ, .15, cmp.2
info@microgen.ru. (495)710-37-87

HACTIOPT
Ne 0061 or 07.04.25

BAKTPUBUP Komﬁmmponamnmn Bakuuna nporus Kopu, Kpacnyxu u napornra
ICYJILTypaJILHHH KUBast mm(bxmma"r u1st leHFO’FOBJ]CHHSI pacmopa st HOAKOXKHOrO BBeaeH st

Perucrparmonmnoe YAoCToBepenue JITT-Ne(001 494)-(PT-RU)

Hopmarusuas AOKYMEHTalI My HJTJITT-Ne (001 494)-(PI'-RU)-210824
Homep cepuu BaKLMHDI M0032125

Homep cepun o AJLL MHBeKIUU M690225

Cocras: Onna npusupounay A03a (0,5 m) CONEPIKUT:

Helicteyrougre Bellecrna;
- BUPYC KopH — He Menee 1 (00 (3,0 1g) Txasenpix HUUTONIATOTEHHEIX 1103

(T As0);

" BHPYC Xpacuyxu- He menee 1 000 (3,0 1g) TIYIS0;
- BHpYC mapotura- we menee 20 000 (4,3 Ig) TIAS0;
Benomorarennuie Bentecrna:

- BONHEI pactrop JIC -18 - 0,12 mu;

- Kenatuna  pacrsop 10 % - 0,03 Mt

- FeUTAMUIHHA CynhdaT — ye Gonee 20 mxr.
PactBopurens: poga JUISL UHBEKIMI

Konuuecrso p CepHH, e u3Mepenus 2913 YIIAKOBOK
Harta NpousBoncTsa/ nara BLIITyCKa 03 25
Hata oxormaany CPOKa rojigocTy 02 27

Pesynbrars ucnprrg 1nuii:

Kourposn pyemoie
noKasaresu

Tpebosanns
cnenudukanun

Pesynnrarer
HenbITaNK i

Meronw KOHTpoJIst
Onucanme JInodummsar -
ONHOPOAHAs opHCTas
Macca oT KeNToBaTOro
A0 po3osaToro ugera,
THUTPOCKOIHYHa
Boccraﬂonneunm‘t
Ipenapar - npospaunay
XHAKOCTH PO30BOro
BeTa

Busyansngrit Jmodunuzar -
OnHOpORHAsA nopyCTas

Macca xenrto BaToO-

Peaxuus nelirpanmusa %a/o
LHTONATOreHIIOro ucﬁcﬁ%&% >
Kiaerku (Vero as BHPYCOB XOpH 1
napornra, RK-13 gy BHpyca
KpacHyxm) xamnoro us
KOMIOHCHTOB BakiHHb
CHCHHAHICCKOHR uMMYyHHO

Hommmuocts Hosxen conepxars
BHPYC KOpH, kpacHyxu,

HapoTuTa

#ICPIUT BUPYC Kop,
PACHYXH, napotuTa
Cootsercrayer




Bpems pactsopenns

Homxen pacrsopsrses »
TeqeHue 3 MuH npu

BHECeHHH B aMuyiy 0,5
MII BOJIBI J1JIsl MHBEKIUH

Kopersoﬁ/xpacnymnoﬁ/napom’moﬁ
CBIBOPOTKOI

Busyansubit

PactBopsiercs B Tevenue
MeHee 3 MUH npu
BHECEHHH B amiryny 0,5
ML BOABI jUIS MHBCKI (Mt

Ha 1103 Ha 103y R
Mexannueckue B 2 amnynax u3 80 Busyanbuprit, Cootsercnyer
BKIIOYCHMS JIONYCKAETCs HallMYue I'd P,
MEXaHMYECKHX 0®C.1.4.2,0005.18
BKITI0YEH M )
pH pacreopa 01731079 Horennmomerpugeckuit, 7,5
T'd P, Coorsercrayer
OdC.1.2.1.0004.15 ]
Hoteps B Macce npu He Gonee 2,0 % I'pasumerpuyecinit, 0,8 %
BBICYIIMBAHUI I'eo P, Coorsercrayer
0®C.1.2.1.0010.15 _
CrepunsrocTs He nomxen conepxats Meron npsmMoro rocesa mn He conepxur baxrepuii
baxrepuii u rputon MeMOpannoii Guasrparmu, u rpubon
'O PD, Cooterctnyer
O®C.1.2.4.0003.15
Anomanpsyas Jloixed 66ITH Buonornueckumii, Heroxcuyen
TOKCHYHOCTH HETOKCHYHBIM I'd PO, Cooteercrpyer !
_ 09C.1.2.4.0004.15 ]
Crenuduacckas Hpususounas nosa (0,5 Kynstypansuzi Bupye xopu — 11750 (
aKTHBHOCTS M) 01Dk conepxats | (Ompenenense mo 4.07 1g TI150/0,5 mn)
He menee 1000 Tkanespix LUHTONATOr€HHOMY NEHCTBUIO Bupye xpacuyxu —
HMTONATOTEHHbIX 1103 BHpyca Ha qyBcTBuTensunie ietku | 29510 (4.47 g
(TILL50) Bupyca xopu Vero (uns rupyca xopi 1 TLLS0/0.5 )
liapotura) 1 xnetku RK-13 (s Bupyc napornra —
(e menee 3,0 1g BUpYCa KpaCHyx) 275400 (5.44 1g
TII50/0,5 o), TILA50/0,5 mu)
ne meree 1000 TS0 Cootserctnyer
BHpYyca KpacHyxu (He
meree 3,0 1g TI[50/0,5
M),
He Medee 20000 TITISO
(4,3 1g TUZ150/0,5 mu)
BUPYCa IIapoTHTa
TepmocrabumsrocTs Homxen 6L KynsTypans it Tepmocrabuien
TEPMOCTabHIILHEBIM. Coorsercrryer
Joryckaercst cuykenue
cpeaueit
TCOMETPHYCCKO
BCIIUYUHBL THTPA BUpyca JXENEXTYg,
B 00pasnax BaKIMHb] Y PH 5%y
TIOCJIE IIPOrPERAHMS He & o <
Gosee, uem Ha onun Ig F/ s, / N
| Ocrarounoe He 6ouee 50 ur B opmoi mmyrodepyiar }{Qﬁf% s“*‘@\ &

Komuyecteo BCA

IIPUBUBOYHOM n03e
BAKLUMHBI

' P, = R
00C.1.7.2.088\8 /% S ey

IlocToponnue He 6onee 20 mxr 5 Meron muddy ara.p\: \\'\\z\‘\\&\b ;!"
HpHMecH: OMHOH IIPHBHBOYHOH I'd Py, % o ‘,\00 :

h O,
TEHTAMUIMHA CynbhaT | mo3e BaKIHmbL OdC.1.2.4.0010.18;, : ,, T V ﬂ

PRC'I‘BO])HTCJH:, BBLINYCKACMBIH B KOMILJICKTE ¢ npenapartom: BOAA st HILEKITH i

OPC.1.2.1.0004.15

Onucanue Becusernas npospaynas Becupernas NIPO3pavHas
KHIKOCTH Oe3 3amaxa JKHAKOCTE 6e3 3anaxa
L CoortsercTryer
pH o1 5,0 no 7,0 HOTeHunomemuquKnﬁ, I'd P, 6,9

Cootsercrsyer _‘



Kucnornoery 097 pn nosenenyy KENTOro

Kavectsennay beakuns ¢ Kucnornoers
menonocTy, OKpanmsamus oxq deronosoro Oxpacka H3MEeHmnacy o1
AOILKHO n3MeHmTECY Ha Kpacsoro pactBopom, Upubarnenns 0,] py

Kpactoe mut pozopoe o I'opo, ®C.2.2.0019.18
npubaBnenus ye

Gosee 0,1 my 0,01 M
PacTBopa narpuy
THAPOKCHNa; rpu
NOABICHUN Kpacuoro
HIIM PO30BOTO
OXpammBanus oyo
HOIDKHO U3MenHTRCy 1y
KeIToC 0T NpUbaBTerHs
He Goree 0,15 vy 0,01 M

0,0l M pactsopa
HaTpua ruapoxeuny
! CoomeTcmye'r

pactBopa
xnopucmso,qopom{oﬁ
KHCIIOTB

3HCKTpOHpOBO}1HOCTb He Goree 25 MKCwM/cm Kounyrcrozwexpwmcxm‘i, 8,01 MxCm/cm
AL aMmy ¢ Esponeiickas Dapmaxones 8.0 Cootsercrayer

HOMHHANBHEIM 065 Enop
Imi,2mnus MIL; He
Gosee 5 MKCM/eM urg
OYTBUIOK MY dnaxomnos
€ HOMMHAIIL HpIM
00BEMOM 25 My 50 Mt

Mexannyeckue
BKITIOYCHMS
Buanmrre YaCTHIL]

i Brigepxusaer
Tpebosanms
Busyansupiis, Coorsercrayer
I'd P ODC.1.4.2.0005.18
qumo~QJOTome'rpnqecxnﬁ,
I'd po, O®dC.1.4.2.0006.15

Homxen BLIICP KUBATL
TpeboBanus

Hesunmumpie YaCTHIBI B onoit amnyie,

OyrsuIKe MY diraxore
epeance 9nucno yacruy
basmepom 10 mxm i
6ouee ne nomxno
Hpesoiars 6000, g
Cpeanee yuemo yacuy
pasmepom 25 mxm 1
Gonee ne gomxio
IpeBsImaTs 600
He 6onee 0,001

10 mMxm u Gonee - 8
25 MxM 1 6onee - 0
Coomeremye’r

wnyoi/i 0CTaTOK % I ‘panumerpmecxuﬁ, 0,0002 %

I'd P, ®C.2.2.0019.18 Coorsercrpyer
Bocc*rananmmaxoumc Hoimxro COXPAHUTECS 5 Poszonoe OKpalIHBaHue
BCILECTRA po3opoe COXpaHsieTcs
OKpamuBanue Coomcrcmyer

Ymepoua HHOKCH He nomxuo 651
TIOMYTHCHHSA B TeycHue |

4

B reuenue 1 4
IIOMYTHEHHUE He
Habmozaercs
Cootserctyer
Menee 0.00002 %
Coorsercrpyer

Hutpars u HHTPUTEI He Gonee 0,00002

ppm)

% (0,2

Pacteopom
I'd PO, ©C.2.2.001 9.18
Peaxuus ¢ beaxtunom Heccnepa,
I'® PO, ©C.2.2.0019.18

He 6onee 0,00002
ppm)

% (0,2 menee 0.00002 %

Coorsercrayer




Xnopupr

Cyunpdary

Kanpiuit y Margumii

Tsoxensre MeTaJlIbI

W3snexaemprit 00nem

He A0IKXHO OpITY

Peaxums ¢ cepebpa uurpara
onanecnenuy

pacrsopom,

I'd P, ©C.2.2.0019.18
Peaxnusg ¢ Gapus XJopua
pactsopom,

I'o pe, ®C.2.2.0019.18

He nomxyo ObITD

TOMYTHeUM S B Teyeyye
He Menee | y

Homxco HabnonaTscy
YUCTO CHHee
OKpalHganye pacTsopa
(6e3 roneroporg
OTTeHKa)

He nomxuo 6prrp
OKpammBayyy,
onycruma cnabas
onanecuenus or
BRITeNUBIIEliCs cepyr,
Homxen 651s 1e mepee
HOMMHANBHOrO, ey
YNaKOBKY uccmenyorcy
MHJHBUAYanbHO. Js
YHaxoBox ¢

Peaxiug ¢ HaTpus spetara
pacteopom,
I'e P, @C.2.2.0019.18

Peaxipg ¢ HaTpus cynnpuma
pacTBopom,

I'd P, ®C.2.2.0019.1 8,
MeToy |

I'd P, OdC.1.4.2.0003.15

HOMHUHAILHEIM 06%eMopm
2 MI ¥ Melee
M3MEPEHHLI 06Benm
HOJDKEH 61)1'1‘}: HC MeHee
CYMMB] HOMUHAJIBbHBIX

Bakrepraisusie
SHAOTOKCHHBI

Onanecucrmuﬂ e
HabmonaeTcy
Coomel‘cmycr
B Tevenne | ¢
IOMYTHEHUE
He Habmonaercy
COOTBCTCTByeT
Habmonaercy YHCTO
CHHEE OKpammnBayme
pactBopa (6e3

$uoneronoro OTTeHKA)

Cooraercmyer
Oxpamupamue u
onanecueuLus ye

Habnonaercy
COOTBeTCTByCT

CoomercmyeT

obvemoB

HCCIICIOBAHHBIX

YIaKOBOK,

Hpenensnoe Kavecrseunsui rems-rpom6 tecr,
cojepixanue I'd PO, O9C.1.2.4.0006.15,

DaxTepuanLIbIX MeToz A
SHJIOTOKCHHOB B

npenapate He 6onee 0,25

Menee 0.03 ED/mn
Cootsercnyer

Baxunna
Baxuuny BeITYCKAIOT 110
1 nose B ammyne
BMECTHMOCTBIO 2 MII U3
crexina 1-ro
THAPOIHTHICCKOr0
Kilacca.
Ha xaxyro ammyiy
HAKJIEMBAIOT 3THKETKY
WM TEKCT HAHOCIT
HCTIOCPCACTBEHHO Ha
aMILyJly METOJIOM

KaIuecTpyinoii nmeyaru.

- : Crepunpio
Homxen 6p1TH MeToI NPsSMOro MoceBa WM METOJ o B}eTcmyeT
C: )
ety PHITEHBIM MeMOpaHHO# QusTpaluy,
cTe
Iropo,
O®dC.1.2.4.0003.15
LI
v Ka DIlepBuunas ynakoska - | Busyansin
I1aKOB

. caMOKeauIaiacsa

DIlepsuunas yriakopka
— PactBopurens (Bona
JULsL MHBEKLMIE)




DIlepsryuas yrnaxonsxa
— Pactsopurems (Boya
AL HHBEeK L)

ITo I M s amiyie,

Ha xaxyio aMItyIry
HaKIIEHBAIOT STHKETKY
WIIH TEKCT HAHOCST
HenmocpeacTremo na
AMITYJTy MCTOLOM
KarecTpyinoif neyary

2)Bropuunas YIaxoBxa
B nauxe us Kaprona 10
AMITYJI C BaKUMHOI 110 |
no3e B ammyie,
MOMCILEHHEIX B
KOHTYPHYIO suciikoByio
ynaxoexy, 10 ammyn ¢
pactBopuTenem

(Boma mns HHBEKINH) 1o
1 M B ammyne
IOMELIECHIEIX B
KOHTYpPRYIO sueiikoByio
YIAaKOBKY BMCCTC C
MHCTPYKIHEH 10
MEJIHLUHUHCKOMY
IPHMEHCHHUIO (JTUCTKOM-
BKJIQJILILIEM ), HOXOM
AMITYTBHLIM HIIH
ckapuukaTopom
AMITYJIBLHDIM,
Honomuurensso » nayKy
HOMEIIAIOT BKIabI ¢
JIHYHBIM HOMEPOM
yxnanauka. Hpu
YIAKOBKE amiryi,
MMEIOMHX KOILLO
U3JI0Ma WM TOYKY JIst
BCKPLITHS, HOMX
AMILYJIBHBIH Uiy
cxapugukarop
aMIIyNbULIHA He
BXJIA/IHIBAIOT.

Mapxuposka

1) Hepsuuuas ynaxosxa,
Ha amnyne ¢ saxuumoit
YKa3BIBAIOT:
Coxpamernioe Hassame
npemnapara
(«\BAKTPUBHPy),
J03HPOBKA/KOIMUECTRO

|

|

|

|

i
L

1 0», «21T.»), nyTh
sBesieHns («[1/K»),
Homep cepry (OyKpenHo-
mdposoe

obo3HaueHue ), lara

Busyannusrii

Io 1 mMns aMnyie,
TexcT Hauecen
HCNIOCPEACTBEHHO Ha
aMIyiy METOHOM
KarnecTpyitHoit reyary

2)Bropnunas ynakoska
B nauxe u3 kapromna 10
aMILyJI ¢ BaKIUHOM no |
Ho3e B ammyiie,
[IOMELIEHHEIX B
KOHTYpHYIO seiikopyro
ynaxoeky, 10 amnyn ¢
pacrBopuTerem

(Boma mns HHBLEKIHIT)
o 1 M 8 ammyse
IIOMEIIEHHBIX B
KOHTYDHYIO s4€itkoByI0
YIaKORKY BMECTE ¢
HMHCTPYKUHeE 1o
MEJHIHHCKOMY
TPUMCHEHHIO (IHCTKOM-
BXJIAaABILIEM,
Hononuurensuo g
NAYKy IOMEIeH
BIUTAJIBIIL C THYHBIM
HOMEPOM YKJIaquHKa.

Coorsercrpyer

npenapara B amnyne (1
J103a), AyTL BBEAEHUs
(moaxosKHO), HOMep




HCTCUCHMA CPOKa
TOJTHOCTH.

Ha stuxerxe amnyini ¢
BaKLMHOH YKa3bIBAIOT:
Coxpawennoe Toprosoe
HaUMEHOBaHHUC
npenapara
(BAKTPUBUP),
NO3UPOBKA/KOIMYCCTRO
npenapara B ammyie (1
7103a), MyTh BBEJEHUS
(rmoaxoxHO), HoMEp
cepuu (OyKBEHHO-
uuhporoe
obo3HaueHue), naTa
HCTCUCHMS CPOKA
TOJHOCTH.

Ha amnyne uny
STHKETKE aMIIyJIbl C
PacTBOpUTCIIEM
YKa35IBAIOT TOPrOBOE
HauMEHOBAHHUC
pacTBopurens,
KOJIMYECTBO
PacTBOPHTEIIS B aMILyJie
(obbem B MuMIMTPaX),
Homep cepuu (6ykBeyHo-
nudposoe
obo3uaycHue), naTy
HCTEYCHHMSI CPOKa
FOJHOCTH.

2) Bropuunas ynaxkosxa.

Ha MayKe yKa3blBaIoT:
a) TOproBoc
HaHMeHOBAHME
npenapara
(BAKTPUBUP
Kom6unuponauuas
BAKIIMHA IPOUB KODPH,
KpacHyXH ¥ apoTUTa
xcynm:ypam)ﬂan )KI/{B&H),

6) rpyrnuponoynoe
HauMeHOBaHNe
npernapara (Bakuuga ams
UPOQUITAKTHKH KODH,
KpacHyXH ¥ apoTuTa) ,

B) COKPALIEHHOE
HaMMCHOBaHUE
JepxKarTens
PETUCTPALHOHHOTO
YIAOCTOBEPEHUS/TIPOU3BO
AUTENS TEKAPCTBCHHOTO
npenapata(AO «HIIO
«Muxporen») u ero
TOBapHpIi 3HaK,

r) anpec u renedou
Jiepsarens
PETHCTPALIEOHHOrO
YAOCTOBEPCHHA/TPOH3BO
JMTENs TeKapCTBEHHOTO
npenapara,

1) NEKAPCTBEHHYIO

cepu (OYKBEHHO-
unposoe
o603Hauenye), nara
HUCTEYCHUS cpoka
TOOHOCTH.

Ha amnyne ¢
PACTBOPUTENIEM YKA3aHO
TOProBoc
HaMEHOBAHUE
pacTsopuTens,
KOJMYECTBO
PacTBOPHUTEIISL B aMIIYJIE
(oGwem B
MUJIMIIMTPAX), HOMEP
cepun (Oyxseuno-
1MPpoBoc
obo3nauenue), nata
HCTEUCHHS CPOKA
T'OJIHOCTH.

2) Bropuunas ynaxkosxa.
Ha mauxe yxasano:

a) TOproBoe
UauMEHOBaHUC
Iperapara
(BAKTPUBUP
Komburuponannas
BAaKIMHA IPOMUB KOPY,
KpacHyXH ¥ HapOTUTA
KYJIBTYpanbHasl )KUBas),
6) rpynmuponoynoe
HaMMEHOBaHHME
npenapara (Bakipuna
11 TPOQITaKTHKK
KOpH, KPaCHYXHU 1
1apoTuTa),

B) COKpalleHioe
HAUMECHOBAHHUE
JepoxaTes
PErUCTPALMOHHOrO
YAOCTOBEPEHHUS/TIPOU3B
OZIUTEIIS
JIEKaPCTBEHHOTO
npenapara(AO «HITO
«Muxporeny) 1 ero
TOBAPHBIH 3HAK,

r) anpec u renedou
JepiaTens
PErHCTPaIMOHIIOro
YAOCTOBEPEHUS/IPOU3H
onuTeNs

24

JICKAPCTBEHHOrO
Erpenapara,
) JICKapCTBEHIYIO

pacTsopa s
TIOJIKOXKHOI'O BBE/ICHMS),
e) mozuposxy (1 yo3a),
) KOJIMYECTBO
JIEKAPCTBEHHOTO
IIpenapaTa B yHakoBKe




(hopmy (mmodrmsar pig
PUrOTOBNECH S
pacrBopa st
TIOAKOKIOTO BBEACHMsL),
¢) mosuposky (1 z03a),
XK) KOJTHYecTBO
JIEKAPCTBCHHOrO
IIpenapara B ymaxopke
(10 ammys o 1 nose), 3)
MndopmManma o cocrase
JICKAPCTBEHHOTO
Iipenapara (Cocras),

H) HOMED cepuu
Openapara (6yxsenmo-
uudgposoe
oGosnauenuce),

K) JlaTa XIpOM3BOZCTRE
nperapara,

1) JIaTa ucTederus Ccpoxa
ronnocty (logen ro...),
M) YCIOBHS Xpanens
(Xpauurs mpu
TeMIeparype ot 2 o 8
°0),

H) IIYTE BBEAEHMS (Ha
BTOPHYHON YHAKOBKe He
yKa3aH, Taxk Kak on
BIJTIOYEH B HA3BAHHE
JICKapCTBEHHOM hopmbr),
0) ycaoBus

OTIycka |,

I1) IPEAYIPCANTEbHbIE
Hanmcy : «Crepuysion,
«Xpanuts B
HENOCTYIHOM JIs feTeit
MecTey,

p) mTpux-Kox,

€) CII0CO6 NpuMeHeHs (
«Croco6 npumenenus:
CM. HHCTPYKIHIO 110
MEIHLHHCKOMY
OpUMEHERHIO (IHCTOK-
BEJIAZBIIT) )y,

T) CPEACTBO
unentuduranuy.

Ha nauxe ¢ xommrexrowm
YKa3bIBAIOT:

a) TOprosoe
HauMeHOBaHue
Npenapara, Toprosoe
HaUMEHOBAHHE
pacTBopuTens,

0) rpynnmposouoe
HaUMEHOBaHME
npenapara ,

B) COKpallCHHOE
HAUMEHOBAHHE
JeprKaTesist
perucrpannonnoro
YHOCTOBEPEHH/IPOU3BO
JAUTEJIA IeKaPCTBEHHOrO

Ipenapara 4 ero
e | mpenap A5 S |

I) aapec 4 renedon

(10 amrrys 1o 1 nose),
3) undopmanms o
cocrase
JIEKapCTBEHHOTO
Ipenapara (Cocras),
H) HOMEp cepuu
lipenapara (6ykpenuo-
uudposoe
o6osnayenue),

K) 1iata IpomsBo/icTsa
Iipernapara,

JI) 1aTa HCTeuenHs
¢poxa roauoctu (loxen
J0....),

M) YCIIOBHS Xpanerus
(Xpawnrs npu
Temneparype or 2 jio 8
°0),

H) ITyTh BBEACHMS (u1a
BTOPHYHOM yIaKkoBke He
yKasaH, TaK Kax on
BKJIIOYEH B HA3BAHME
JICKapCTBEHHO
(opmri),

0) ycnoBus

oTnycka,

IT) IIPCAYIpEANTE b e
HaamucH ;
«Crepunsron,
«Xpanurs B
HENOCTYIHOM JUIst eTeit
MCECTER,

P) mTpHx-Kox,

¢) cnoco6 npumenems
( «Crioco6
DPHMEHEHHS: CM,
HHCTPYKIHIO 110
MCIHIUHHCKOMY
NpUMEHenHIo (IMCToX-
BKJIaOBILI))»,

T) CPEICTBO
uneurTHduxanmy,

Ha mauxe ¢
KOMIITIEKTOM yKa3aHo:
a) Toprosoe
HAUMEHOBaHHE
npenapara, Toproroe
HauMCHOBaHue
pactsopuTens,

0) rpymmuporoynoe
HANMCHOBAHHE
npenapara ,

B) COKpalCHIIOE
HAUMCHOBaHHC
JIEpIKATEISI
PErUCTPAMOHHOro
YNOCTOBEPCHUA/MPOH3E
oxTeNs
JICKAPCTBECHHOTO
IipenapaTa u ero
TOBapHEIt 3HAK,




TOBApPHBIH 3HAK,

r) azmpec u Tenedol
JiepIKaTess
PErHCTPALMOHHOTO
YAOCTOBCPEHHA/TIPOU3EO
JMTEIIs JIEKAPCTBEHHOTO
pernapara,

Z) IeKapCTBECHHYIO
dbopmy (muodunmsar mis
IPHTOTOBJICHUS
pacrBopa Jyist
TIO/IKOIKHOT'O BBCIICHHSL),
€) no3uposky (1 nosa),
) KOJIMYECTBO
JICKapCTBEHHOTO
Ipenapara B YIIAKOBKE
(10 amiryn Baxuuusl 1o 1
znose),

3) nHbOpPMALM O
COCTaBE JICKAPCTBEHHOIO
npenapata (Cocras) u
COCTaB PACTBOPUTCIIA
(Cocras pactBopurens),
H) HOMep cepuu
Iperapara 1 HoMmep
CEpPUH PACTBOPUTEIIS
(byxpenno-mudpennoe
o603HaucHue),

K) JIaTa IPOU3BO/CTRA
npenapara,

JI) laTa MCTCUCHHS CPOKa
roguoctH (Kommnexr
TOJIeH J0...),

M) YCJIOBHS XpaeHust
(Xpanurs upu
TemIeparype or 2 10 8
°0),

H) IIyTh BBCACHHS (Ha
BTOPUMHOM YIaKOBKE He
yKa3aH, TaK KaK ol
BKJIOYEH B HA3BAHHC
JEKapCTBEHHOR hopmpI),
0) ycnosust

OTITyCKa ,
IIPeAyUpeNTEIHBIC
HajnucH :«CTepuiIbHoY,
«Xpauurs B
HEJIOCTYIHOM /IS feTeit
MecTe»,
P) IWTPHX-KOJ,

¢) cr1ocof npuMeHeHus
(«Cnocob npumesenus:
CM. HHCTPYKIIMIO 110
MEIHIHHCKOMY
NPUMENEHHUIO (JIMCTOK-
BKJIaJbII1))>,
T) CPEACTBO
UACHTH()UKALHH,

JAepKaTes
PErUCTPAHOHHOrO
YIOCTOBEPCHHUS/TPON3B
OJLUTETIS
JIEKapCTBCHHOIO
npenapara,

) IEKAPCTBEHHYIO
¢opmy (muodunnsar
JUIs1 TIPUTOTOBICHMSA
pacTBopa st

TIOJIKOKHOTO BBEICHHUS),
e) no3uposky ( 1 no3a),
XK) KOJIHMYCCTRO
JIEKAPCTBCHIOIO
TIpEnapaTa B yIakoBKe
(10 ammysn Baxuuns: Mo
1 nose),

3) nHOpMALHS O
cocraBe
JICKaPCTBEHHOTO

npenapara (Cocran) i
COCTAB PACTBOPHTEIIA
(Cocran
PacTBOpHUTEN), 1)
HOMEp Cepuy npenapara
M HOMCp cCpum
PacTBOPUTEINs
(byxBenHo-nudpennoe
obosHayenue),

K) laTa IPOM3BOJICTRA
npernapara,

1) laTa UCTEHCHMUs
CpOKa TOJIHOCTH
(Kommzexr roneu no...),
M) YCIOBHS XpaNCHHUs
(Xpanute npu
TeMieparype ot 2 1o 8
oc),

1) NyTh BREAeus (Ha
BTOPUYHOH yHaKoBKe He
yKasaH, Tax Kax OH
BKIIOUEH B HA3BAHHE
JIEKapCTBEHHOM
Gopmzr),

0) ycnoBus

OTIIyCKa ,

1) IIPEAYNPEAUTCIBHLIE
Hagmicu («Crepuisuoy,

T) CPEACTRO

MACHTHUKAIMY.
Coorsercrayer

Tpancnopruponaune

Upu Temueparype ot 2 j0 8 °C




Ipu remieparype ot 2 0 8 °C

Aara 10.03.2025
Cpox rommocta BRLITyCKa

Tonen no 28.02.2027

3axmouenue: Baxmuna BAKTPHBUP Kom6uuu
KyIbTYpanbHas skuBast, Jmoduans
Hosa cepun .NQ MO003212

pPoBaHHas BaxyuHa IIPOTHUB XO
aT g IIPUrOTOBICHHS pacrtso
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PH, KDACHYXHM ¥ NapOTHT
Pa Ui DOJIKOXHOrO BBEEHUS ]

Havansank OKK
(HomxHocTs)

/5}656&(&&
_ el ecw

(IToyuucy)




