PASPEHIEHUE

Ha BBOJ B rpaklatckuid 06opot B Poccuiickoit Denepanuy cepuut Uik MapTHi
npousBeieHHoro B Poccuiickoit Menepanun uian BBo3UMOro B Poccuiickyro Menepario

MMMy HOOUOJIOTHYECKOTO JIEKAPCTBEHHOI'O Mperapara
o1 30.12.2022 No 009892/22

Beiiano AxuuonepHoMy ofiiectBy "Hay4HO-IpOM3BOACTBEHHOC OOBEAUHEHHE [10
MEJMIMHCKUM HMMYyHOOMONOIMYecKUM Tiperapatam "Mukporen”, Poccus, 115088,
r. Mocksa, yn. 1-a Jlybposckasi, a. 15, ctp. 2, UHH: 7722422237.

(HauMeEHOBaHHE FOPUINUECKOrO 1La, Iopuandeckuii anpec, UHH)
Denepannnas cayxba no wagsopy B cdepe 3ApaBoOXpPAHEHHS] HA OCHOBAHMH
3aAK/IIOYMEHHsl  UCIBITATe/IbHOTO  HEeHTpa  OKCHOEPTHU3Bl  KadecTBa  MEIUIIMHCKHX
MMMYyHOOMOIOrMYecKuX mpenapatoB denepanbHoro rocyIapcTBEHHOIO OI0IKETHOro
yupexenuss "Haydunbld HEHTp DKCIEpTU3Bl CPENCTB MEAMIMHCKOrO IpUMeHeHUs"
MuHnucTepcTBa 3/ipaBooxpatenusi Pocculickoii Denepanuu

(HanMeHoBaHUe deepabHOrO rocyAapCTBEHHOIO BIOAKETHOrO YUPEKACSHUS )
or 28.12.2022 Ne 1186/HLIDCMII paspeumiaer BBOA B I'pas/IaHCKHii obopoT
(nara) (HoMep)
B Poccuiickoit @egepanun HMMYHOOMOI0THY€ECKOT0 JIEKAPCTBEHHOTO NpenapaTa
AHATOKCHH IHQTEPUHHO-CTONOHS YHBINA OUMIIEHHBIN a1copOUPOBAHHEI
C YMEHbILIEHHBIM COZIepKaHHEM aHTHI€HOB KU KUK (AJIC-M-anatokcun)

(ToproBoe HaUMeHOBaHMUE)
AHATOKCHH AMPTePHITHO-CTONOHAUHBIH

(MG)KIIyHapOLlHOC HEMaTCHTOBAHHOE HAMMEHOBAHHE rpynrmpoBOYHOE HUJIU XI/IMH‘{GCKOG)
CYCIIEH3HS 11 BHYTPUMBILLIEYHOIO U ITOJAKOKHOIO BBEICHHU,
[aHarokcun ¢ THOMepcanom] 1 mi - ammysisl (10 WIT.) - KOpOGKH KapTOHHBIE -
IJ151 J1e4eOHO-NIPOPUIAKTHHECKIX YUPEKIEH UM

(popma BbITycKa ¢ ykazaHHEM JTeKapCTBEHHOH (OPMBI, 103HPOBKH, PACOBKH M KOJTHHECTBO B YIaKOBKe)
cepun  []96 , o0bem cepuu uau naptuu 20222 ,
(HoMmep cepun) (KOJTMYECTBO YNIaKOBOK)

rogen o 09.2025 ,

(cpok roaHoCTH)
NnpousBoACcTBa AKIMOHEPHOro odliectBa "HayyHo-pou3BoACTBEHHOE 0OBeqMHEHKE 110
MEJIMIMHCKMM ~ MMMYHOOHONOTMYeCKUM  Iperaparam  "Mukporen” (AO  "HITO
"Muxkporen"), Poccus, 614089, Tlepmckuii xpaii, . Ilepmp, yn. Bbparckas, a. 177 (Bce
CTaJ1H, BKITFOYas BBII1YCKAFOIIMI KOHTPOJIb Ka4eCTBa).

(HAMMEHOBAHUE W aJIpec MPOU3BOAMTENS ¢ yKA3aHHEM CTAAHH NPOU3BOACTBA)
Perucrpaunonnoe ynocrosepenne Ne JIC-000283 ot 27.04.2010.
Jlep:kaTesb perdcTpallHOHHOIO YIOCTOBEpPeHHSs AKI[HOHEpHOE. 061LIeCTEO: ”Haquo—
MPOU3BOACTBEHHOE OOBEIMHCHHE [10 MeIMLUUHCKHUM HMMyHo6HoﬂoquecxuM Mperaparam
"Mukporer" (AO "HITO "Muxkporen"), Poccus, 115088, . Moc;KBa yil. 1-s I[y6pbBCKa;1
.15, cTp. 2.

(HaumeHoOBaHue, aspec)

JIOKYMEHT HIOJUTHCAH :
EKTPOHHOMN MOIHCHIO

3aMeCTHTeHB PYKOBOIAUTEIA | Ceprudpakar 7719CA8B47DS0COAF IDDET449E4729A] I[B HapXOMeHKO
BaazeneuIlapxomenxo iy puit Beeponogosiy
HetictauTesren ¢ 12.11.2021 no 12.02.2023




AKuHOHepHOe 061eCTBo

«H&y\lHO-ﬂpOH”jBO,{lCTBEHHOC O(ﬂ)Q,ILHHEHHG 10 MEJUH I HCKHM HMI\{)’HOGHOHOFH‘{ECKHM npenaparam

Topropoe nanmenosanye /11

«MuKpores»

AJPEC MECTA OCYUIECTBACHUS JIMLEHNIMPYEMOT0 BUAA AeATeNBHOCTH
Poceust, 614089, Hepwcenii xpadi, 1. [TepMs, ya. bparckas, 177

ITACIIOPT Ne 760 omt 26.10.2022 .

AHnaroxkcns AsdTepHino-croIGHIUHbIE OunIenHbIH agcopbupoRaHubIi
€ YMEHBLUICHHRBIM CORePXAHNEM aHTHIeHoB Xuakni (AJJC-M-asaTokcun)

MexiyHapogHoe HeltaTeHToBaNHOe,
WA FPYTINWPOBOYHOE, HiTH
XHMHYECKOe HaHMeHOBAHHE

JiexapcTnerHas opma

AHaTOKCHH AngTepniitno-cTonGHsuHet

cycnensus ond BHYMPUMbBILUEHHO20 U NOOKOMCHOZ0 88e0eHUS

Perncrpagmonnoe yaoctosepenye JIC-000283
Homep cepuu [196
Konuuecrso, e namepenus 20222 yriakosgu

Wenbrranus mposeaerst 1o HJL C-000283-150420, uam. Nel, No2?

Lara seinycka 09.22
Foaen 50 09.25

Anatorct ¢ momepeanom 1o 0.5 ma (1 nprsreogsas A03)
Wi 1 sur (2 npHsHBOUHLE A0761), GHATOKCHH 663 THOMEP R
110 0,5 M1 (1 DpHBHBONHAR 1030) B AMITY/Ib! BMECTUMOCTEIO 1 M1
Wi 2 M1 13 creia Mapku HC-3 rio TY 9462-002-1 1068395
2005; wit TY 9462-001-53908805-2006, wm 143 crew: 110
CHAPGIRITHYECKONO Kiacea no 150 9187,

TY 8462

Ne Toxazareni "Tpebosansa no HIL JIC-000283- 150420, vom. Nel, Nu2 Pesy/imTatsi KORTPOAH
u/n
1 2 3 4
1 Onmcativie Oraned pyionas Kagkects Geron upeta ¢ ceposatsiv Wikt | ONasccuppyIonas )HaKocTs Georo UBeTs ¢ e/ITOBIIM
wesmopambing orersom. Flpn orcraneannn payioseren Ha | orreskom. TIpr OTCRaMBAHH Da3AE/ICTCs Ha PLIXTILI OCa-
PLIXABIE OCRAOK BRONG 1M HeA0r0 ¢ CePOBATLM B OKETTOBa- | A0K 6CA000 € KE/IOBATHIM OTTEHKOM LBETA, JICTKO JHCTIEPTH -
TLlbt OTICHKOM LIBCTA, JIETKO AHCUCPRPYIOUACA TIPH BCIPA- | DYIOURHHACH NP BCTPAXHBAHHY, | ITPOIPAUEYI0 OeCUBETHYIO
XUBAHHHM, # TPOSPINHYI0 BeCUBCTHYIO HATOCHIOHHYIO HMA- | HAAOCIAOMEVIO HGHAKOCTS,
KOCTh Coorsercrayer
2 Hogmrmocs Homxer oBnas sMMYHOITHHON aKTHBHOCTHIO, ofecrieupast | OfinagacT AMMYHOTCHHOI aKIHBHOCTHIO.
3augmy ot qeficmus Sudrepiinono v cronGrsemor 1oretos. | Coorsercimyer
3. Mexaguueckie Homxen Buiaeprs v Tpebosaris [P PO, (XDC 142000518 | Buyepsasaer Tpefouanis
BRIFOUEHMS
4, pH Or64m073 6,84
Coorsercrayer
5. Fpoxaquumocts uepes uray Cycresauy npenapaa, oBpasyrGUIPARCT IPU BCIPAXUBaKKY, | Cycneris npenapara, obpasyiom@sics NPH BCTPSIXHBAHMK,
JOmksa CBO0ORHO NPUXOATL B LTTPHLU Hepes vy 0,8%40 BODOHO TPOXO/MT B LUTTPKL] tepes sy 0,8x40,
Coorsercisyer
6. Bpewmst Cycrerans upenapard, oBpIIyIOUEscs apu BCIpmamaiiy, ne | Cyonessis nperiapata, O0pasyroEsCR 1IpH BCIPAXMBAIBEH,
CEAMMEHTALHOHHON JOIUKEA TIONHOCTBIO PACCTRMBATLON B TOUsHHe 2,5 Mk FIOJHOCTHIO HE DACC/HPAETCH B TEUEHME 2,5 MMH.
YCTOMHABOCTH Covreercrayer
7 CrepinHOCTs Hosmien Ourrs Clepuibts v Crepubhbii
Coomercimyer
8 AHOMUBHAS Hlosmrent Buirb HOTOKCHYHLIM Herokomunnig
TOKCHUHOUTS Coursercisyer
Q. Crietpaueckas Joseker BuIrn, Ge30racHLIM Besornackit
fe30nactocT Coorsercieyer
10, | Crewpibrvieckast Homxen 06a3a1 UMMYHONEHHON aRTHBHOCTBIO, 00eCTICUHEs WnnsyHoreH b
AKTHBHOCTS BEDRIBAEMOCTh LOU) MMMY HUBHDOBAHHAIX HHBOTHBIX DY 33~ | BhDKUBAEMOCTE Ayt AgrepriHOro Komnosesra 1009%;
POKEHHH ACTAMLHOR 20300 AHQIEpHIHONG TOKCHHA 1 HE Me- | BoDKHRAEMOCT 1% CTONGHSUHOND KOMIOHerTa 80%.
see 70% HVMYHUSHPORARHBLIX AHBOTHLIX NIPH 3a[XUKEHUH e~ CootpeTcTRYET
TanuHok A(Y,S()ﬂ Cronfraan 010 TURCHHS
11, | Tomora coplup B 1 Mt Hapocaaoumoll auaxoc cogepianie CopBps nomiast
- GHLUCHHONO AFdrrepuiiions | HeaicoptrpoBaon JHdneptiiioro. aHatokaa e Aomwno | menee 1 L
AHATOKHHA fpespiiaTy 1 LE,
- OMHEHEHHOTO HERACOPOHPOBAHHOND CROMBHAUHOTD anaTokcita - 0,1 EC meree 0,1 EC/mn
CIYIOHAYHOND aHATOKCHHA Coorsercrayer
12. | Dopmvarzemig He Gonee 100 srin 125 mscrisan
Coorsercisyer
13. 1 Tuomepcas Or 8BS 510 115 Mz 88,1 mxr/mt
Coorperctayer
14, | ASIOMIHHSA THAPOKCHA He Goaee 1,1 ssut (8 nepecsere va amommesgi AlY) 0.60 mrivut
Coomsercrayer
15. | Vismexkaemult obem Fe MOHEE HOMBHATLHON 1O mn
Coomsercrayer (8™ o W"a’;f
16. | Tlpoussozncrsetiisle Lmassor Corynebacterium diphtherice PW-8  (Massachu- Limaraat (’ﬁrzebadenum Lﬂp&(hen(sg PW-8 (Massachu-
LLITaMMBL setts) (BHL3), Clostridium eetani Ne 471 (300606), C1. tetani No | setts) (BODGERY, Q’ustcldmn‘i ,tmmt N‘*M?I‘{BOOGUG),CJ tetoni
228 (300565) Ne 228 (3@565)
Coorse : .
17. | Ynakomka AHMUKC{QW {Memepcam)gu m 1 Mn (2 x;pugmotuﬂxlc Ji(45:8))

B @ wrwn:g nmm,iqlm 13 cmwduapm HC-3 o

Ha amiyrmy

110683952065,

@m@exggax ?m&éfn« ;wﬁy&gﬁ’u CaMOKTIeRTLRHCS
™I FASSO\“‘&”Q*

'»fn&-yn‘w "

Crp. 1u32




AARLENSE 4 4V JUU U LU EV.LULE ¢,

Toprosoe Hanmenosanye JII1 AHATOKCHH U TEPHITHO-CTONGHAUHEIT OUHIIEHHBIH a1copGHpoBaHHbI

C YMEHHIICHHBIM COARPKAHNEM QHTHIeHOB KuAKHH (AJC-M-anarokcan)

Howsep cepyu [196

Komuectso, en. mamepenus 20222 YNAKOBKY

1 2 3

4

17. | Yraxvska Ha amiryzinl Haknevsator yikersd v Gymari obeemriolt CTO
POBHAK 94690005.09,03.0001-2010 v aHa/IOnAuHorn Kaug-
o8, WK 13 Gymary camoraeseics Tana FASSON ww ana-
JIOMMHHOI KIHRCTBA, WM TEKCT HAHOCAT HA aMItyiibi BbICTpo%-
KpErumowiesten kpackoit no TY  2352-005-02424767-04 i
SHANIOTWUHOND KIUECTRA,

A) Tlo 10 amnyn 8 kopobre ws xaprosa no TY 5441-026-
00278382-2016 w1 aHAOHYHONG KavecTsa. B kopolky -
ABBAOT VHCIPYKLIAIO [0 NIPUMCHEHIEO M CKAPHOHKATOP am-
nyastinit 1o TY 26.81-001-95787178-2006 s aHaI0MH4E0r0
KaueCTsa, Kopofru ORABHBAOT SIUKETKON-Baeponsi0 13 Oy -
mardt ofeerioit CTO POIHAK 94650005.09.03.0001-2010
WA GHBACTHYHOND KaYeCTs,

B} 1o S ariyin v korryproi stiefikooit yrakoske o OCT 64-
074-91 u3 nnerks ROMMBHHWEIOpHAHON no NOCT 25250-88
W AHAAOrMYRONG Kavectsa. [o 2 korrypHrie suelikossie yria-
KOBRA B nauKe 13 kaposd 1o FOCT 1230380 swm kapowa
AHAOIVMHOND . KEUECTBA ¢ MHCTRYKUEEH 1O [IPHMEHEHHIO 1
CHAPHDURATOPOM AMITYBHBIM,

VIp yHAKOBKE 3MITYAL MMUIOHPLX HACCUKY, KOO T TOURY
HIOMA, CKAPHQHKATOP aMITYTLHBRT HE BRAGALIBAIIOT,
Upyrinowan v vpascriopvas yriaxonsa no NOCT 17768-90,

Tlo 10 8ty € uHCIPYKUNKEH 10 NDHMEHEFIUG B KOpOBKe 13
kaprona no TY 5441-026-00278382-2016, oxneersioil amu-
KeTko-Gariepormio w3 Gymary odcenioit no TOCT 9094
89.

AMITY LI C KOALLOM HINOM3,

I'pynnosas u Tpancioprxas yraroska 1o I'OCT 17768-90,
Cooreercieyer.

18. | Mapkuposka 1} Hepruunas ynaxkoska.

Ha anirtysie yRasnigaror COKPaUICHHOE TOPIOBOE HAMMCHORIHNE
rpenapara (AJIC-M-araroscri), oGses 1 KOAHYCCTRO 103, HO-
Mep cepait (DykeeHro-Ubponoe 0BoIHAYCHHE), JATY BHEIYCKE,
CPOK TOAHOCTH (10}, «Bomsixusaby,

Ha 57UKeTKe aMITy/Ibt YKIIBUOT, COKPALLICHHOC HAHMCHOBAHME
APEANPUATHA-TIDOMIBOAICASR,  COKPALEHHOC  TOPIOBOEC  Ha-
seroBaty e ppenapata (ASIC-M-anarokeus), ofen 1 Komiue-
CTI0 703, Homep cepuit (Byxsetro-updposoe o6o3Hauckie), fa-
TY BRIFTYCKE, CPOK TORHOCTH (A0), « Boipsiximarsbs,

2} Bropugyast yHakonka,

Ha navke wist srimee-Ganepon yasumaor: cokpateroe
HAUMCHOBAHE  [IPQIIDHATHS-NIPOMBBOAHTEIS, €10 TUBAPHbLI
BHAK, BIpeC, TeeHOH, AAPEC 1t TeeOH [POIBOCTH, TOPIORE
HIMEHOBE  TIPCIAPGTA,  IPYMIHMPOROHHOE  HAMMEHOBAHMUE
(Anarokom audrrepuiiHO-CTonGHALER), NERADCTBCHHYI)
dopmy, Ciocol prvenersst («Coocol npeMertH — o
VIHOTDYRLFEOR ), HDOPMALHIO © COCTaBe, KOMHUECTBO aMITY A B
FauKe (KOpotKe), 00LeM 1 KOBUSCIO A03 B AMITYSIE, HOMED Ce-
privt {(BYKBEHHO-HGPOROY OBOTHAURHHE), AFTY BBINYCKY, CPOK
TOAHOCTH,  yeaosust uiyera («Jls newSro-npodwnakmisie-
CRHX. YUPERICHIIN), YOUIOBIH XDAHEHHS, HOMCD PerHCIpaLi-
OHHOUD YAOCTOBEPCHIS, (HITPUX-KO/, TPCIYNIPSINTeLHLE Had-
1c7 {«CreprsHon, «Xpatms B HEMOCTYIHOM /6 AeTell Me-
cew, «llepet veegeriom BCTPAXHBAW, i nperiapata Ges
RotcepsarTa ykaoemaor «BE3 KOHCEPBAHTA), cpeacmso
VACHTHDHKAL T O,

1} Hepsranas ynakoska,
Ha niketke aviiy/ipt YRASIHO: CORPALLCHAOC HAHMEHOBAHHUC
nmpeanpuss-npossogrens (AD «HIO «Mukporess), co-
KPAURHHOE TOProBoe Haumexosarsie ripertapata (AZC-M-ana-
ToKeue), ofmem (1 it} 1 koviuecTso aos (2 goset), HOMCp Ce-
prnt (Byxserno-tpdposoe obostaderie) T196, ama shiTycxa
(0922}, epor rogpocs (7o 0925), «Bopaxieam!y.

2) Bropintan ynakoska. Ha snakense-Basyieposmt YRATIHO:

CUKPALLIEHHOE HAMMEHOBAHUE TIPePHSI-TPOHIBO/ e

{(AO «HITO «Mikpores»), ero TorapHLi wak (Muxpores),

agpec (Pocous, 115088, . Mockaa, yi 11 JlySposcxas, 115,

€1p2), Tenedon ((495)710-37-87), agpec npossoactsa (Poc-

i, 614089, Tlepmoxit kpaid, r. Tlepws, yn. Bparcxas, 4.177),

Teneor  nposmogcTaa {(342)281-94-96), TOProBoe Ha-

HMetosanne  npenapara (AHaTORGH Jpdrepino-cront-

HUHBIH OMHURHHBET 9ACOPBHPOBALHT © YMEHBINCHHAIM

cofepratieM  arnireHos g (ANC-M-avarokenn)),

[PYINAPOBOYHOE HameHOsarye (ArrokeiH gdrepuiio-

CTONSHSHLI), JCKIPCTBORHAA (OPME (CYCHOHBHR /1St BHY~

TPUMBHIRUHOID H FIOAKOMHOND BREACHMS), CI0CO0 tpumere-

His {«CHocol mprvenerss - o, MncTpyipio), HEGOpMA -

st 0 cocrase (8 1 gose (0,5 mn) copepsures: Tpenapum ¢

KOI zwpmumowx LlefCIsyonue peulectBa; aHarosul aud-

Tepuibit - 5 Lf; aHarokam cronBusansii - 5 EC;

BCooMorateiibie BOURCIRG:  AROMIHIST [WADOKCHA (8

repecuete Ha amomiHrit Al™) - He Gonee 0,55 mrg KOHCEep -

BAHT - THOMCPCAt - 0T 42,5 a0 57,5 MKr; GopMasisgerig - ke

Boriee 50 MAT), KOMECTBO aMity 1B kopodke (10}, 00sem (no

1 wut) H KDAMMOCTBO 408 B amrtysie (2 ao3nl), HOMED Cepitit

(Eywsermo-pdponoe  obossavene) 1196, mm Bhmycka

(V922), cpox rogocTy (uo (925), yerosws omycka (« s ne -

UeGHO-NPOBHRKIMUECKUX YUPOKICHHIN), YCIOBUS XPare-

1HA («XparsTs npe temnepatype or 2 20 8 °Cr, «He 3amo-

PAKMBATL ), HOMCD PEPUCTPALUMONHONO YAOCTOREpeHA (JIC-

000283), 4rpHX-KOg, NPEAYNPEBIreHEE HAQIHCH {«Cre-

PHIBHOR, «XDAHHTL B HEAOCTYIHOM AR AeTel MecTe»,

«[lepes vaczetHeM BOIAXIBATLY); CPRACTBO HACHTHGHKA

B4

CootBercmyer. %@g AR,

19. | Tpancropriposase

B coorsercrau ¢ ContluH 3.3686-21 nputemmiepatype ot 2 40 8°C. He 3 MODIPHEETS, |

N
i

20. | Xpauerme

B coomercmmnt ¢ Canl lub 3.3686-21 rput Temnieparype o1 2 go 8°C. He zam%ﬁagr;m‘r'n, B *"x

21 | Cpok romocm 3roga

| Mo s 19 tmmz

Fomm &30 08.2025

3akmouenue: Hexaptmeﬁﬂmu ngenapaT AJC-M-anarokeun cepun [196
HJLJIC-000283-150420, #ivere e’ Nel, Na2
Hata eigauy nacnopra «26m om"\ﬂGDﬂ 2022 1.

MukpoBuonor J’IMTK M /dywsnesa ELA S

(om0 ) / %w» {thasaginm 1.0}
Havansrug OBTK (OKK): & /Tlepeno3unkos A.B./

{Ttmnning {Damsans 1.0}

{Norscs)

COOTBETCIBYET Tp@mmﬁuﬂw :

puamrsﬂon ;mxtvmemauuu

Ctp. 2132



