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PASPEIIEHUE
Ha BBOJ B Irpazk1aHCKHii 060poT B Poccuiickoii Denepanuuu cepun UM mapTHH
pousBeneHHoro B Poccuiickoit deepanuu win BBO3HMOro B Poccniickyro ®eneparmio
MMMYHOOHOJIOrHYECKOTO IeKapCTBEHHOr0 Mpenapara

Ne P006-00110-77/01965011 ot 10.03.2025

Boigano Axup OHEPHOMY 001LeCTBY "HayuHo-nponseotereenmoe obbeanHEeHHE 110 MeaMIHHCKIM
MMMYHODHOIOrMYECKHM TIpenapaTam "Mukporen", Poccus, 115088, r. Mockga, yn. 1-5 JlybpoBckas,
A. 15, ctp. 2, UHH: 7722422237,
(HaHMeHOBaHue KpUIHYECKOro 7ML, Iopuanieckuii anpec, HHH)
Denepanbnas caIy:xk0a mo Hauzopy B cdepe 3apaBooxpanenus ma OCHOBAHHH 3aKJIHYeHHU
VICTIBITATEILHOrO LECHTPA IKCIEPTH3bI KAYECTBA METULIMHCKIX MMMYHOOHOIOTHYECKHX npenapaTon
DeepankHOro rocymapersesnoro GIOJUKETHOTO yupe/IeHus "Hayublit nentp skcneprussi CpeJCTRB
MEAMUNHCKOro NpuMeHeHus" MuHucTepeTpa 3ApaBooxXpaHeHus Poccuiickoii Menepanuuu
(HaumeHoBaHue deepanbHOro FOCYAAPCTBEHHOTO GIOIKETHOTO YypeskIeHHs)
ot 06.03.2025 No 146/HI[3CMIT Pa3pemacT BBoA B rpakaaHCcKuii 000poT
(nara) (Homep)

B Poccuiickoii Denepaunu HMMYHOOHOJIOTHYECKOro JIEKAPCTBEHHOTO Npenapara
BAKTPUBUP KomOunuposannas pakumna MIPOTHB KOPH, KPaCHYXHU U NMapOTUTA
KYJIbTYpaJibHas XKUBas
(Toprosoe HanMeHoBaHHE)

Bakuuna juts npodunaxriku KOpH, KPaCHYXH M IIAPOTHTa
(Mex1yHaponHOe HenaTeHTOBaHOE HaHMEHOBaHHe (rPyNIHPOBOYHOE HITH XHMHYECKOE)
JMOQUIN3AT TS IPUTOTOBEHHS PacTBopa Ui NOJAKOKHOro BBeAeHUS (.5 M1
(1 no3a) - ammynsi (10 wr.) - mayku KapTOHHbIE /B KOMILIEKTE C PACTBOPUTEIEM:
BOJA 11 HHBEKUMH - 10 ./ - qs JIe4eOHO-NpoPHUIaKTHYECKHX YUpexKaeHHi
(opma Beinycka (c ykazanuem JIeKapCTBEHHOI (OPMBI, 103MPOBKH, dacoskn) u konHuecTso B YIaKoBKe)
00LeM cepuH HIH

cepun M0028425 (cepus pactsopurens M200924) 2728
NapTHH
KOJTHYeCTBO

(Homep cepun) (ynaxonox)

roaxen no 01.2027
(cpok ronHocTH)

NMPOH3BOACTBA AKUMOHEPHOIro O6GIECTBa "HayuHo-npousBoacTeennoe  o6beuHeHHe 1no
MEAHUHHCKHM  MMMYHOOHOIOrHYeCKHM npenaparam  "Mukporen” (AO "HITO "Muxkporen"),
Poccus, 115088, r. Mocksa, yn. 1-s Hybposckas, 1. 15, cTp. 2 (Npou3BOIMTENH (rOTOBOI

JID), nepsuunas YNAaKOBKa, BTOpHYHAs YNMAaKOBKa), CTp.
32902

1 (BBIMyCKAKOIMIA KOHTPOTE KauecTpa).
(HauMeHoBaHMe u aIpeC NPOH3BOANTEM (€ YKa%aHeM cTanuii MIPOH3BO/ICTRA)
Perucrpaunonnoe yaocrosepenue No “NofO[ ~(RI"-RU) ot 02.12.2022.
lepxarenn PETHCTPALHOHHOIO  YAOETOB Yeuus, ~3' HOHEpHOe  ofwecTBo  "HayuyHo-
[IPOM3BOACTBEHHOE oOBeAMHeHHe Mo A b %ﬁ; HOOMONIOrMYEeCKUM npenaparam
"Muxkporex" (AO "HITO "Muxporen"), i8ckBa, yn. 1-1 Jly6posckas, 1. 15,
erp. 2. )

JOKVMEHT HOIIHCAH

3aMeCTHTeHL PYKOBOIUTES NEKTPOHHOI NOAITHCHIO

Pocsnpasnanzopa

. .B. IlapxomeHko
Ceprudurar 4D2A31B276219F4023 A19E25 1474DFD4
Baazezen [apxomenxo Amutpuii Beeporozosny

HAekeraureaen ¢ 18.04.2024 no 12.07.2025 J







Axumoneproe obmectro
«Hayuno-npousroncreennoe obLemunene Mo MeAUIHHCKIM MMMYHOOHOIOTHYECKUM npenaparam
«MHuxporen»

Anpec mecta OCYILCCTBIIEHUA THIEH3UPYEMOTO BHa JACATEIBHOCTH:
Poccus, 115088, 1. Mocksa, ya. 1-a Jlybposckas, al15,crp.2

info@microgen.ru. (495)710-37-87

ITACIIOPT
Ne 0013 o1 27.02.25

BAKTPUBMP Kombuuuporannnasn BaRIHHA NPOTHB KOPH, KPACHYXH H NAPOTHTA
KYJbLTYypajdbLHasl JKUBast JHODHAM3AT s IIPUTOTOBICHHS PACTBOPA AJH NOAKOKHOIO BBCIAECHHS

Perucrpaumonnoe YAOCTOBEpCHUE JIT-N2(001494)-(PI-RU)

Hopmartusnas noxymenranns HJ1 JITI-Ne (001494)-(PT -RU)-210824
Homep CEPHH BaKIHHBI M0028425

Homep cepun sonst ans unmexigm M200924

Cocras: Onsa npususounas nosa (0,5 M) copepaur:

Heiicreyromme semecrras:

- BUPYC kopu — ne Meree 1 000 (3,0 lg) Txanessix muronatorenummx ao03
(TLLI50);

- BHpyc kpaciyxu- ne Menee 1 000 (3,0 lg) TLUIS0;

- BHPYC napotuta- He Menee 20 000 (4,3 Ig) TLUIS0;
BenomoraTtenbubie Beurecrna:

- BOJHEI pacTrop JIC -18 - 0,12 My

- #cenaTHHa  pacteop 10 % - 0,03 mn

- TCHTAMHILIMHE cynbhar — ne 6onee 20 Mxr.

Pacteopurens: Bona 11s uubexnuii

Konuvecrso s cepuu, en, H3MEpEeHHs 2728 YIIAKOBOK
Hara nponasoacrsa/ qata BBIITyCKa 0125
Hata okoHYaHus cpoxa rommocTy 0127

Pesyawrarsr ucnbrraumii:

PeayneraTe: j

KouTtponupyemeie Tpeboeauus
Metoant kontposs =
nokazartenu Cl‘IEllHq)challPIH HCBITAHHIA

Onncanne JImodunuzar - Busyannumiii JInopunuzar -

O/IHOPOJIHAS ICPHCTAs O/IHOPOAHAs TOPHCTAS
Macca OT eJITOBATOro Macca KeNToBaTo-

ro
A9 POSUBITONG e, PO30BOro 1BETa,
THIPOCKONHYHE
THI'POCKOIIHYHA

Boccranornenmsrii }
NPENaparT - npospayHas Boccranornennsii
Mpenapar - npo3payHas

HKHAKOCTh po3oBoro

uBcTa JKHIKOCTE PO30ROTO
uBeTa
- { 2 Cootserctayer
[loanuuuocTs Homxen conepxarts Peaxums ne Hzaumx Conepxut Bupyc kopu,

BHPYC KOPH, KpacHyXH, LUHTOMATOTEHHOTO AeHCTBHUS Ha KPacHyXH, NapOTHTA
napoTHTa KiIeTkH (Vero s Bupycos kopu u CootBercrayer

napotuta, RK-13 nns supyca

KPaCHYXH) KaX/I0ro M3

KOMIIOHEHTOB BaKIIMHEI ,

L cnennduyeckoi uMMyHHOI ; ]







KOPEBOIi/KpacHyIIHO/ TapOTHTHO
CHIBOPOTKOM

Bpems pactsopenus

Homxen pacTBopsTses B
TEYEHHE 3 MUK NpH
BHCCCHHHM B amnyiy 0,5
MJL BOJIBI JUI HHBEKIIMH

Buzyaneueii

PacTBOpACTCA B TEHEHHE

MeHee 3 MUH mpu
BHeCeHHnH B amiyay 0.5

MJI BOZIBI 111 HHBEKLHiT

TCHTAMHIIHHA CyIbdhaT

A03€ BaKIIMHEL

Ha 103y Ha ao3y
Mexaunyeckue B 2 ammynmax ua 80 Busyansueiii, CooTBeTcTBYET
BKJIOYCHHS JIOITYCKAeTCA Hanuyue I'd PO,
MEXaHHYECKHNX OW®C.1.4.2.0005.18
BKJIIOYEHMIH
pH pacrsopa 017,310 7,9 TloTeHunoMeTpHYCCKHi, 7.7
I'eo PO, CootseTcTBYeET
ODC.1.2.1.0004.15
[loTeps B Macce npu He 6onee 2,0 % I'paBnmetpHueckuii, 0.9%
BBICYIIHBAHHH T'd PO, Cootsercrayer
O®C.1.2.1.0010.15
Crepunprocts He nomxen conepxats MeToa npsAMOro mocera HiIH He cogepaxut Gaxrepuii
Gakrepuii u rpubon MemOpanHOli QHILTpanHn, H rpubos
I'd PO, Cootsercrryer
ODC.1.2.4.0003.15
AHOManbLHas JHomxeH 6uITh Buonoruieckui, Herokcuuen
TOKCHYHOCTH HETOXCHYHBIM I'® PO, CoorBerctByer
OPC.1.2.4.0004.15
Creunduyeckas lpusuBounas nosa (0,5 | Kymutypansuurit Bupyc xopu ~ 14800
aKTHBHOCTB M) AoMxHa cogepxats | (OnpenescHue no (4.17 Ig TIYI50/0,5 M)
HE McHee 1000 TKaHeRbIX | UMTONAl0I CHHOMY JEHCTBHIO Bupyc KpacHyxm —
i — BHDYCA Ha YyBCTBHTENbHBIC KieTky | 18620 (f‘-27 lg
(TIIES50) mupyca sopu Vero (a1 Bupyca KopH 1 TII50/0,5 mo)
napotuta) # knetkn RK-13 (s Bupyc napornta —
(1e menee 3,0 Ig BHPYCa KpacHyxu) 275400 (5.44 1g
TIA50/0,5 mu), TL50/0,5 mum)
He meHee 1000 TIIS0 CootBercrsyer
BHpyca KpacHyxH (He
menee 3,0 Ig TLIII50/0,5
M),
He menee 20000 TLIZI50
(4,3 g TL50/0,5 mm)
BUPYCA NapOTHTA
TepmocTabunshocTs Homxer GBITh KynsTypansasit Tepmocrabunex
TEPMOCTAOHIBHBIM. CooTBeTcTRyET
Homyckaercs cumsxenne
cpenHe
reoMeTpHYecKoi
BEJIMYMHEL TUTPA BHPYyCa T
B o6pasuax BaKLHHEI F.CT1B0 %
[IOCIIC POTPEBANUS He 0" Hag, 2
Boiee, yem ua onun lg &/ Mhnyygg, 202y N\
OcTaToynoe He Gosee 50 ur B oamnoii M Ymﬁé&“’"ﬂ )\ W 4.9
komuuectro BCA NPUBHMBOYHOMN 03¢ e P@maaazﬁ.”fmr e 5 s CooteeTcTRYeT
BaKLHHbI Q7.8 “Bfeay S~
ITocTopouuue He Gonee 20 mxr B ,uﬁ@n?) il B arals) 4 13:5
npHMecH: 0HO# IPHBHBOYHOI I it QPC" CootrerctByer
0P 185

PacrBopurens, Boinyckaembiii B KommiexTe ¢ npenapaToM: Boga A

1 HHbEKIH it

Omucanue Becupernaa npospaynasn OpraxonentHyeckuii becusernas npospaunas
KHIKOCTS O€e3 3amaxa HMAKOCTH Oe3 3anmaxa
Cootsercrryer
pH ot 5,0 10 7,0 Horenmuomerpuyeckuii, ' PO, 6.4
O®C.1.2.1.0004.15 Coorsercayer







Kucnotnocts mm

LIETOYHOCTL

Ilpu nossnenun sxenroro
OKpPaIlIMBAHUA OHO
JNOTDKHO M3MEHHTLCS Ha
KPacHoe WIH PO30Boe 0T
npudaBsieHus He

bonee 0,1 mn 0,01 M
pacTsopa HaTpus
THAPOKCHAA; NPy
TIOABJIEHHH KPacHOI'o
HIIM PO30BOIO
OKpPAIIHBAHHA OHO
JO/DKHO M3MEHHTHCA Ha
KeITo€e OT NpUGaBICHHA
He Gosee 0,15 Mn 0,01 M
pacTBopa
XJIOPUCTOBOJIOPOHOMN
KHCIIOTHI

Kavectsennas peaxuus ¢
denonosoro
KpacHoro paCTBOpOM,

D PO, ®C22.0010.18

Kucnorsoers

Oxpacka H3MeHunacs ot

npudaenesus 0.1 mi

0,01 M pacrsopa

HATPHA THAPOKCHAA
CootsercTBYET

DIeKTPONpOBOIHOCTS

He 6onee 25 MmxCwm/cm
L1 aMILYJI C
HOMHHATBHBIM 00BEMOM
1 M, 2 M1 1 5 Ma; HE
6osee 5 MrxCwm/cm nna
OyTBIIOK Win drakosos
C HOMHUHQJIbHBIM
00BEMOM 25 M1 1 50 M1

Koumyxromerpuueckuii,
Enponeiickas ®apmaxores 8.0

8.78 MxCm/cm
CootsercTryer

Mexauuyeckue
BKIIFOYEHHS
BHAMMbIE YacTHLED

Jomxen Brijepsxurats
TpeGoBaHNs

Buayansurii,
I'd Pd, OPC.1.4.2.0005.18

Beinepxusaer
TpeBoraHHs
Cootsercrsyer

Hepunumere wactuns:

B oanoii ammyse,
6yThiIKe MM Diakoue

Cuetno-goromerpuueckuii,
I'® P®, ODC.1.4.2.0006.15

10 mkm 1 Gonee - 15
25 mxMm u Gosee - 0

CPEIHEE YHCIIO YACTHI] Coorsercrayer
pasmepom 10 mim u
Goree He JOMAKHO
npessimats 6000, a
CpelHee YHCII0 YaCTHI]
pasMepoM 25 MKM u
Bonee He nomKHO
npessiate 600
Cyxoli ocratok He 6onee 0,001 % I'parnMerpuuccnii, %
I'd PO, C.2.2.0019. CooteercTByeT
Boccranasimsatomue | Joikuo COXPAHMTHCH Peaxums ¢ pactsog .| Po3osoe okpamupaune
BellecTra po3osoc neépMaHraHara : MJ 2 *H.)r ; oxpaime:rcu
OKpalBanue pPazBeneHHoONS .-, %ﬁ"wf“x [“CooTeeTcTByeT
T'd PD, OCF2[00}9. 18ar7 v}
Yraepona auokcun He nonxno 6errs Peakuws ¢ k 14 WTCYCHHE 1 4
DOMYTHEHMs B TedenHe 1 | pacTBopom ODMYTHEHHE He
9 (M3BECTKOBOIH | abmopnaercs

CoorBeTcTBYET

HurpaTer 1 HETpUTE!

He 6onee 0,00002 % (0,2
ppm)

PactBopom
I'd PD, $C.2.2.0019.18

Menee 0.00002 %
Cootsercayer

AMMOHHH

He Gonee 0,00002 % (0,2
ppm)

Peakuus ¢ peaxtisom Heccnepa,
I'd PO, $C.2.2.0019.18

Menee 0.00002 %
CootBerctByer







Xnopuast He pomkuo 6wt Peaxis ¢ cepeGpa Hutpara Onanecueduus ue
OnaNCCUEHLMH P4CTBOpOM, Habmogaercs
I'd PdH, $C.2.2.0019,18 COOTBCICTBYET
Cynbatsl He nomxHo ObITS Peaxuus ¢ Gapus xnopuaa B reuenye 1 4
NOMYTHCHHS B TeUeHHe pacTBOpOM, IIOMYTHEHHE
He menee | 4 I'd PP, ®C.2.2.0019.18 He Habmonaercs
CootsercTByeT

Kansuuit u Maruuii

Homxuo nabmonatecs
4HCTO CHHEE
OKPalIHBAHUE PACTBOPA
(Gea duonerororo

Peaxuma ¢ natpus saetara

PacTBOpOM,
' PO, ®C.2.2.0019.18

Habmonaercs uncro
CHHee OKpalIHBaHHE
pactsopa (Ge3
¢HonCeTOBOrO OTTEHKA)

OTTEHKA) Coorserctayer
Taxernnle MeTanis He nomxkso 6uire Peaxmus ¢ natpus cynsguaa OxpamuBanue 1
OKpaLIHBAHHA, PacTBOpoM, OIANECLICHIMA He
Honycruma cnabas T'® PO, dC.2.2.0019.18, nabaonaeTcs
OIajJecUeHIns oT Metop 1 CootBerctByeT
BBIIC/IMBINEHCS Cephl.
H3Bnekaemelit 0bnem Jlomken 6BITL He MeHee I'd PO, OPC.1.4.2.0003.15 CootBercTByer

HOMHHAIBHOTO, ECITH
YNMaKOBKH HCCIEAYHTCH
MHIHBHAYATBHO. J{ns
VIAKOROK C
HOMMHATLHLIM 00BeMOM
2 M1 H MeHee
H3MEpPeHHBIN 00beM
JO0JKCH OBITH He McHee
CYMMBbI HOMHHAJILHBIX
00BEMORB

HCCICOOBAHHBIX
YN2KOBOK,
BaxtepuansHsie TlpenensHoe KavecTBeHHmIi rep-Tpom6 Tecr, meHee 0.03 ED/mn
3HJIOTOKCHHB] conepKanue I'® PO, ODC.1.2.4.0006.15, CooTsercTByer
GaxTepuansHeIX meton A
3HIOOTOKCHHOB B
npenapare He Gonee 0,25
ED/ma
Crepuisnocts Homken GbiTs MeTop npsaMoro nocesa WiH MeTo Crepuibio
CTEPHILHEIM MeMOpannoi GuisTpanuu, CootsercTryer
I'd P,
0®C.1.2.4.0003.15
Vnakonka 1)IlepBHunas yrnaxkoska - BusyanbHurii [lepBuynas ynakoska

Bakuua

Bakmuny sBeimyckaror mo
1 nose B ammyne
BMECTHMOCTBIO 2 MJI M3
crexna 1-ro
THAPOIHTHYECKOrO
KJlacca.

Ha xaxayio aunyny
HAKJICHBAKOT 3THKETKY
HJIH TEKCT HAHOCHT
HENOCPEACTBCHHO HA
AMITYITY METOJ0M
KaIIeCTpYHHOM neuarTy,

'Y€ BMECTHMOCTERED
cTexia l-ro

(e

Fa Kaxay1o aMITyny
HakKJICCHA DTHKETKA
camoknesnuiasncs

1)IlepBuyHas ynakoeka
— Pactropurens (Bona

1A UHBEKIMIA)







DIlepsuunas ynakoska
—Pactsopurens (Boga
AT MHBEKLHIT)

o I M1 B ammyse.

Ha xasayio ammymy
HaKJICHBAKOT 3THKETKY
HIIA TEKCT HaHOCAT
HEIOCPCACTBEHHO Ha
aMITyny MeTo0M
KanjnecTpyinoit nevaty

2)Bropuynas ynakopxa
B nauxe u3 kaprona 10
aMITYJI ¢ BaKLHHOH 110 |
Z03€ B amnye,
TIOMEIIEHHEIX B
KOHTYPHYIO A4eHKOBY10
Yakosky, 10 ammyin ¢
PacTBopuTenem

(BOMA s muBeKMit) Mo
1 M0 B amnyne
TIOMEIeHHEIX B
KOHTYPHYIO A4eiKOBYIO
YNAKOBKY BMecTe ¢
HHCTpYKLHEH mo
MEIUILHHCKOMY
NPHMEHEHHO (JIHCTKOM-
BIJIA/IBILIEM ), HOXKOM
AMITYIBHEIM HIH
CKapuQuKaTopom
AMITYILHEIM,
Hononuurensuo s nayky
UOMEILAKT BKIA/BILL C
TTHYHBIM HOMEPOM
yxnanuuka. [Tpu
YHAKOBKE aMImyJ,
HMEIOLIHX KOJBLO
M3/10Ma WM TOYKY 1
BCKPBITHS, HOX
aMITYILHBIH WK
ckapubukaTop
aMILyJIbHBIA He
BKJIAIBIBAIOT.

Mapxuposka

1) Ilepeuynas ynakosxa.
Ha amnyne ¢ paxummoii
YKa3bIBAKOT:
Coxpalensoe Hassanue
npenapara
(«BAKTPUBHUP»),
J03HPOBKA/KOIHYECTRO
(<111, «2J1.»), mytn
BeeneHus («[1/K»),
HOMED cepun (OykBeHHO-
ungposoe
06o3Hauenne), nata

o 1 mn 8 amnyse.

Texer Hanecen

HENOCPENCTBEHHO Ha
aMITYJIy METOOOM
KannecTpyiHoi neuatu

2)Bropuysas ynakoska
B nauxe u3 kaprona 10
aMIIYJ ¢ BaKUHHOM no |
103e B aMmmyne,
MOMENEHHLIX B
KOHTYDPHYIO A4€HKOBYIO
ynaxosky, 10 amnyn ¢
pacTBopHTeIEM

(Bona ms HHBEKLHIT)
1o 1 M1 B ammyse
MNOMEIIERHEIX B
KOHTYPHYIO #4efiKOByIO
YNaKoBKY BMecTe ¢
HHCTPYKUHEi no
METHITHHCKOMY
NPHMEHCHUK (IMCTKOM-
BIIIASRINIEM.,
Hononuutensuo s
Na4yKy IOMereH
BKJIAJBIN € IMYHEIM
HOMEpOM yKIaauuka,

CoorsercTayer

OKpamcHHoe TOproBoc¢

HaHMEHOBaHHe

Iipenapara
(BAKTPHBHMP),
JA03HPOBKA/KONHYECTRO
npenapara B ammyne (|
71033), NyTb BBCACHHA
(nonkoxHo), Homep







HCTEYEHHs CpoKa
TOAHOCTH.

Ha aTuxeTke amnysl ¢
BaKIMHON YKa3blBAOT:
Cokpaniernioe Toprosoe
HanMCHOBaHKe
npenapara
(BAKTPHUBHUP),
J03HPOBKA/KONTHYECTBO
npenapata B ammyne (1
71032), MyTb BBEAECHM
(moaxoxHo), 1HoMep
ceput (OyKBEHHO-

b poBoe
obo3Ha4cHue), naTa
HCTEYCHHS CPOKa
TOJHOCTH.

Ha amnyne wau
ITHKETKE aMMOYIbl C
PacTBOpHTEIEM
YKa3bIBAIOT TOPrOEOe
HAWMEHOBaHMe
pacTBOpUTEns,
KOIHYECTBO
PacTBOpUTEJLI B aMITyie
(obnem B MWUTHITHTPAX),
Homep ceput (OykBeHHO-
nudpopoe
obo3snayenue), naty
HMCTEYeHHS CPOKa
TOJTHOCTH.

2) BropuyHas ynaxopxa.
HA MaYKe YKa3LIBAOT:
a) TOproBoe
HAaHUMEHOBAHHE
npenapara
(BAKTPUBUP
KomOunuporannas
BaKUMHA IPOUB KOPH,
KPacHyXM W MapoTHTa
KyIbTYpalbHasA JKHBas),
0) rpynnuposouHoe
HaHMEHOBaHHE
npenapara (Bakuuna s
NPOMHIAKTHKH KOpH,
KPaCHYXHM M NapoTuTa) ,
B) COKpaLieHHOC
HAUMEHOBAHME
Jlepxarens
PCrHCTPaLHOHHOIO
YZOCTOBEPEHIA/IPOH3RO
JHUTENA JIEKAPCTBEHHOTO
openapata(AO «HIIO
«Muxporen») u ero
TOBAapHBIH 3HAK,
I) ajpec 1 Teredon

cepun (GykBeHHO-

madhposoe
oboaHauenue), nara
UCTEUEeHHUs CPOKA
TOJHOCTH.

Ha amnyne ¢
PACTBOPHUTENEM YKa3aHO
TOproBoe
HAHMEHORaHUE
pacTBopHTens,
KOIH4ECTBO
PacTBOPHTENA B aMITyJIe
(obrem B
MHIITHINTPAX), HOMED
cepuy (OyKBeHHO-
uudiporoe
o6o3Havedue), gata
HCTEYEHHUA CPOKa
IOHOCTH.

2) BropnyHas ynakorxa.
Ha nayxe yxasano:

2) TOproBoe
HaWMEHOBaHHe
npenapara
(BAKTPUBHP
KomOunnposannas
BAaKLHHA [IPOHB KOPH,
KpPaCHYXH # NapoTurTa
KYNIbTYpaibHas xHBas),
6) rpynnuposouroe
HaHUMEHOBAHHE
npenapara (Bakuuna
IU18 PO HITAKTHKI
KOpH, KpaCHYXH H
1apoTHTa),

B) COKpallleHHOe
HAHMEHOBAaHHE
Aepaarelis
PErHCTPALlHOHHOTO
YHAOCTOBEPEHMS/IPON3B
oauTeNs
JIEKaPCTBEHHOr0
npemnaparta(AO «HIIO
«Muxpores») u ero
TOBApHBIH 3HAK,

r) aapec u Tenedon
JlepKaTens
PErHCTPaLMOHHOTO
YOOCTOBCPEHMA/MPOH3B
OAHTeNs
JIEKAPCTBEHHOIO
npenapara,

A1) IEKaPCTBEHHYIO
| hopmy (muodmnusaT
IS IPHIOTOBNEHHUS

nepxarens pacTsopa s
PErHCTPALHOHHOrO TOJIKOKHOTO BBEAEHHUS),
YAOCTOBEPEHHA/TIPOMIBO e) nosupoexy (1 103a),
AMTEIIs NeKAPCTBEHHOIO 3K) KOJHYECTRO
npenapara, JIEKAPCTBEHHOTO

J) ICKAPCTBEHHYIO npenapara B YIakoBKe







dopmy (muodunmaT s
[IPUTOTOBTCHUS
DPACTBOpA nna
TIOJKOXHOIO BBEAEHIs),
€) no3uposxky (1 n03a),
3K) KOJIHYECTRO
JIeKapcTBeHHOr O

TpenapaTa B yIakoBke
(10 amoyn o 1 zHo3e), 3)
HH(OPMaLWs 0 cocTape
JeKapCTBCHHOIO
npenaparta (Cocrae),

1) HOMep cepun
npenapara (6yxrenno-
uugposoe
obo3HaucHue),

K) laTa IIpOM3BOACTBA

npenapara,
1) NaTa MCTeuCHIS cpoka
roaxocty (F'ogen fo...),
M) YCIIOBHS XpaHeHus
(Xpauuts npu
TeMneparype ot 2 no 8

= tl

H) NVTE BReMCHMS (ua
BTOPHYHOH ynakoBke He
YKa3aH, TaK Kak OH
BKIIIOYCH B Ha3BaHUe
JlexkapeTBerHoil hopmer),

0) ycroBus
OTIIyCKa |,
1) IPe/IyIpeNTE ThHbIe f
Hajmick : «Crepuasnon, |
«XpaHuts B
HEOCTYNHOM 114 eTei
MecTe,

P) WITpHX-Ko,

(10 aMmyn mo 1 nose),
3) HHd)OpManun o
cocTare
JIEKApCTBEHHOrO
npenapara (Cocrag),

H) HOMep cepuu
npenapara (6yxsenso-
uudpoBoe
obo3HayeHue),

K) 1laTa npousroxcTRA
npenapara,

1) laTa HeTeYeHns
cpoka rogsoct (Tonen |
Ao...),

M) YCIOBHSA XpaHenus
(Xpauurs npn
Temneparype ot 2 1o 8
°0),

H) YT BBeACHHA (Ha
BTOPHYHOH YIAKOBKE He
YKa3au, Tak Kax oy
BKJIIOYEH B Ha3BaHue
JICKaPCTBEHHOM
(hopwer),

0) ycrioBus
OTIIyCKa,

I1) OpelynpenuTe/iLube
HAAMMHCH ;
«Creprision,
«XpaHuTh B
HEJOCTYITHOM /1s AeTeit
MecTen,
p) WTpHx-KOI,

<) c11oco0 IPUMEHEHHS
( «Cnioco6
NPUMEHEHHA; CM.
HHCTPYKLIHIO 110

¢) criocob npuMenerms ( MEAMLUHMHCKOMY
«Criocob npuMerenus: TPHMCHEHHUIO (JIHCTOK-
CM. HHCTPYKIHIO [0 BIJIABINI))»,
MCHIMHCKOMY T) CPEACTBO
NPUMEHEHHIO (JIMCTOK- HACHTUDUKALMH.
BKJIAJIBIIT) )»,

T) cpexcrso Ha nagxe ¢

HACHTHOHKAITHY, KOMILICKTOM YKa3aHo,
a) TOproRoe

Ha mauxe ¢ xommmexrom HAaMMEHOBAHHe

YKa3kIBaIoT: npenapara, TOproeoe

a) Toprosoe HauMeHOoBaHue

HaUMEHOBaHue pacTBOpHTENs,
IIpenapara, Toprosoe ! 6) rpynnuporouHoe
HaHMEHOBaHHE HaHMEHOBAHHe
pacTBOpHTENS, | npenapara ,

6) rpynuuposounoe ! B) COXpalleHHoe
HAaHUMEHOBaHHe HaHMEHOBaHHe
Ipenapara , AEpxATENs

B) COKpaLIeHHOe PErHCTPALHOHHOrO
HaUMeHOBaHHe YAOCTOBEPEHHS/IIPOH3R
Jepxarens OJIHTENS
PETHCTPalHOHHOTO NEKaPCTBEHHOIO
YA0CTOBEPCHHA/TIPOH3RO IIpenapaTa u ero
AHTEISA JICKAPCTBEHHOTO TOBAPHLIH 3HAK,
1IpPEnapara u ero r) aapec u Teaedon







TOBApPHEBIN 3HAK,
r) agpec u Tenedon
JiepiKaTeis
pemcrpaunounoro
YIOCTOBEPEHUS/ IPOH3BO
JUMTEIIA JIEKAPCTBEHHOTO
npenapara,
1) TCKAapCTBEHHYHO
dopmy (TMopuIMIAT MITA
TIPHLIOTOBJIEHHA
pacTsopa i
MMOJIKOKHOTO BREJACHUS),
¢) nosuporky ( 1 noza),
) KONHYECTBO
JT@KAPCTBEHHOTO
npenapara B yIaKkoBKe
(10 ammys BaKumHE! TIO 1
nose),

3) uH(OpMAaIHA O
cocTaBe JeKapCTBCHHOIO
npenapara (CocTas) u
COCTAB PaCTBOPUTENA
(CocTaB pacTBOpUTEIIS ),
1) HOMEp CepHH
npenapara 4 HoMep
cepHuH pPacTBOpHTENs
(ByxBenno-undpeHHoe
obo3HaucHHUE),

K) /1aTa IPOH3BOACTBA
npernapara,

1) JaTa UCTeYeHHs CPOKa
roanocty (Komnnexr
rofieH a0...),

M) YCIOBHA XPaHCHHA
(Xpanuts npu
Temmeparype o1 2 o 8
°C),

H) NyTh BBeACHHA (Ha
BTOPHYHOH YNAKOBKE HE
yka3aH, TaK KaK ol
BKJIIOYEH B Ha3BaHHE
NeKapCeTBEHHOH QOPMET),
0) YCIIOBHH

OTNYCK4 ,
I)IIpeayIpeAHTEIbHBIC
HaanucH («CTepHIBHOY,
«XpaHHUTb B
HeJJOCTYIIHOM s jieTei
MecTe»,
P) WITPHX-KOA,

¢) criocob npuMeHeHs
(«Crioco6 npuMeHeHMsA:
CM. HHCTPYKIIHIO TIO
MEIMLHHCKOMY
TMPUMEHEHHIO (JIMCTOK-
BKJI/IBII) )0,

T) CpPelICTRBO
HAEHTH(HKALIHY,

JepKarend
PErUCTPALIMOHHOTO
yaocropepenus/mpouir
OAHUTCIA
JICKAPCTBEHHOT0
npernapara,

/1) TEKapCTBEHHYIO
dopmy (1nodunmzar
I8 TPUrOTOBICHHUS
pacteopa i
TO/IKOKIIOTO BBEACHHA),
¢) nosuposky ( 1 nosa),
) KOJIH4ECTBO
JICKapCTBEHHOTO
Npenapara B YIaKoBKe
(10 aMImys BaKLHMHBI 110
1 nose),

3) uHdopManus o
cocTase
7EKapCTBEHHOIO
npenapata (Cocran) u
COCT2B pacTBOPHTENA
(CocTtas
pacTBOpHTENs),H)
HOMEP CCPHHM Npenapara
U HOMED CepHM
pacTBOpHUTENS
(byxBeHHO-1M(peHnoe
0B03HaYCHHE),

K) JaTa mpOU3BOIACTBA
npenapara,

1) AaTa HCTEeueH s
CpPOKa I'OJIHOCTH
(KoMIUIeKT rofieH J10...),
M) YCIOBHA XpaHeHHs
(Xpauuts npu
TeMmneparype or 2 o 8
oc),

H) IIYTb BBEOCHMA (Ha
BTOPHYHOH yIIaKOBKE HE
YKasaH, Tak Kax oH
BKJIIOYEH B HA3BAHHE
JIeKapCTBEHHOH
(opmbi),

0) ycnoBus

OTIIyCKa ,

I1) IPeAyNpeIHTEIbHbIE
HaamHeH («CTepHILHOY,
«XpaHuTh B
HEJOCTYIHOM JUIf IeTeH
MecTe»,

% p) LUTPHX-KO.,

HJEHTHQHKALMHU.
CootBetcTBYyeT

TpancnopTuposasue

I1pu remmnepatype ot 2 go & °C







