PA3SPEIIEHUE

Ha BBOJ[ B IPKIAAHCKUA 000poT B Poccuiickoit denepanun cepun wiv mapThd
Ipou3Be/ieHHoro B Poceuiickoit @enepauuu wim BBo3uMoro B Poccuiickyro denepariiio
UMMYHOOMOJIOTHYECKOT0 JIEKAPCTBEHHOI'O TIpernapara

Ne P006-00110-77/04009159 ot 18.12.2025

Beimano AxuuonepHomy oOmectBy "HaydHO-IIPOU3BOACTBEHHOE OOBEAUHEHHE TI10
MEJMLUMHCKIM MMMyHOOHONIOrMyeckuM mperaparam "Muxkporen", Poccums, 115088,
r. Mocksa, yi. 1-a Iyoposckas, a. 15, ctp. 2, UHH: 7722422237.

(HaMMeHOBaHKE FOPUIMYECKOTO JIMLA, Fopuuueckuii anpec, MTHH)
@efepanbHas cayxba 1o Hagzopy B cdepe 31paBoOXpaHeHHMs HA OCHOBAHUM
3aK/JII0YEeHUsT  UCTBITATCJIBHOTO  LEHTpa  OKCHEPTH3bl  KayecTBa  MEIULMHCKUX
MMMYHOOKMOJIOTHYECKUX MpenapatoB (DefepanibHOro rocyIapcTBEHHOrO OIOKETHOIO
yupexzaenus "HaydHbli LEHTp ODKCNEpTU3bI CPeJCTB MEIUIMHCKOrO IpUMEHEHUs"
MunucrepcTsa 31paBooxpaHenus Poccuiickoii denepanyu

(HaumeHOBaHKe (enepanbHOro rocy IapCTBEHHOTO OFOKETHONO YUPEkK/IEHHS )
or _16.12.2025 Ne 1375/HIIDCMII paspemiaer BBOJ B rpascIaHcKuii 060poT
(nara) (Homep)
B Poccuiickoii ®@enepauuu MMMYHOOHOJOIHYECKOT0 JIEKAPCTBEHHOTO NpenapaTa

Bakuyna KoKmoImHo-1urepuiino-cToaoHsuHas agcopouposannas (AKJIC-pakiyHa)
(TOproBoe HaMMEHOBAHUE)

Bakuuna i npoduiiaktuky ubTepun, KOKIIIONIA U CTOJIOHAKA
(MeKYHAPO/IHOE HEMATEHTOBAHHOE HANMEHOBAHHE (IPYIIIMPOBOYHOE WiIH XHMHYECKOE)

CycneH3us AJIsl BHYTPUMBIIIEYHOTO BBeAeHUs 0.5 Mi/no3a 1 mi - amirysier (10 mwr.) -
KOPOOKM KapTOHHBIE /aMITyJIbl C KOHCEPBAHTOM/ - JUISl JIEYEOHO-TIPOBUIAKTHYECKHX

YUYPEKACHU N
(opma BhirlycKa (C yka3aHHEM JIEKapCTBEHHOH (OPMBI, T03UPOBKH, (HACOBKH) U KOJIMHECTBO B YIIAKOBKE)
cepun  Y040725 , 00beM cepum uam napruu 11780 ,
(Homep cepun) (KOJNUYECTBO YIAKOBOK)

rogen no 01.2027 R

(CPOK TONHOCTH)
npou3BoAcTBa AKIMOHEPHOro odutecTBa "HaydHo-MpoM3BOACTBEHHOE 0OBEIHHEHHE TI0
ME/MIUHCKAM ~ MMMYHOOWOJIOTHYECKMM — Tipemapatam  "Mukporen” (AO  "HIIO
"Muxporen"), Poccus, 450014, Pecniybnvika Bamkoprocran, r. VYa, yn. HoBopoccuiickas,

A. 105 (Bce craguu, BKIIOYas BHITYCKAOLMA KOHTPOJIb KauecTRa).
(HaMMeHOBaHWE U aipeC NPOM3BONTENIS (C yKa3aH¥EM CTa il MPOM3BOICTRA)

Perncrpanmonnoe ynocrosepenne Ne JITT-Ne(005365)-(PT-RU) ot 03.05.2024.
JepiaTe/lb PerucTPAllNOHHOIO yAOCTOBepeHHsl AKIHOHEpHOe ob6iectBo "Hayuro-
[IPOU3BOJICTBEHHOE OOBEIUHEHHE 110 MEUIIHHCKIM HMMYHOOHOJIOIMYeCKN

a. 15, crp. 2.

URU .
(HaMMeHOBaHMe, ajpec) aiee
National
!mmunoh'\u\og\ca\
Company?
Joint Stock
Company

JAOKYMEHT TTOAIHMCAH
DIEKTPOHHOU HOANTHUCHIO

3aMeCTUTENb PYKOBOIUTES
P oc:mpaBHan:sopa Ceprudukar 42D1B24ADS2BBD113BD1263FE2CCBCSY

Baagenen Hapmmemm Jssrrpuit Beeroaogosny
Heticrparesen ¢ 07.04.2025 o 01.07.2026

e




ARuuoHepHoe ofmecTBO

«Hay‘{HD-HPOHBBO}.ICTBCHHGE o0beAMHEHHE 110 MEAUHHHCKAM HMMYH()ﬁHQﬂDI"H‘feCKHM npenaparam

«Muxpores»

o Aﬂ;}ec MECTa OCYIECTBICHHA JHLEHIUDYEMOT0 BHAR AeATEIbHOCTH!

450014, PecnyOsuxa BamkoprocTtay, r. Ya, ya. Hosopoccaitekas, a. 105

Toprosoe HanMenosanre JIT

Mesk gy HapoTHoe HelareHIOBAHHOS,
HIH TPy IIHPOBOYHOES, WK XHMHHECKOES

HaVMCHORBAHUT

Hexapersennas opma

ITACIIOPT Me 606 om 29.09.2025 ..

CTONDHIKA

Baxuuna koxsontHo-aHGTepHiiHO-CTOAORSIuHAS
apcopbuposannas (AKJAC - saruuna)

Bakuuna 1 npodanakTuki IR TEPIR, KOKNOLA 1

CYCHEH3UR (A5 GHYMPUMBINIEUHOZ0 660¢HUR

Perncrpaumennoe yaoctoepenne JITT-Ne(005365)-(PT-RU)

Homep cepun Y040725

Komyuectso, en. wimMepenns 11780 ynawook

Jlata npomsroncrsa 0725

Cpok roanacid 1o 0127

Henniranug mposefeHs! 10 HOPMaETHBHOMY JOKYMEHTY TI0 kavectry JI1-Ne(D035365)-(PT-RU) ot 29.10.2024

Horazatenu TpebGoBanus no PesynbTaTht KOHTPOAS

HI JIH-Ne{005365)-(PI'-RU) or 29.10.2024

Omucanne Onanecudpylomas wuaxocTs 0enoro 1sera, | Onanecuupyiomas xuikoots Geforo usera ¢
KOTOPadA MOKCT UMETh CEPOBATHIN UIH JKENTO- | KEATOBATHIM  OTTeHKoM. [IpH  OTCTauBanuy
paTEt OTTeHoK. IIpH OTCTaUBaHAY DA3IeNNET- | DAa3NeNseTCs Ha PRIXMIMEL. 0canok Be10ro ¢ Kel-
Cf Ha PLIXABIH  0canok 527070 wiay 6270T0 ¢ | TOBATHM OTTOHKOM LBETA, NEIKQ JHCUSPIHpPY-
CSPOBATHIM WM CATOBATEIM OTTCHKOM [(BE- | IOWMHCA TIDH BCTPAXHMBAHWY, W NPO3IPAYHYIQ
Ta, Nerko JHCTICPIUPYIOMMACH NIPH BCIpPsAXH- | GeCUBEIHYIO HAAOCATOUHYIO RHAKOCTE,
BAHMH, ¥ Opo3pavHyy GecuperHylo namoca- | CooTBETCTBYET
JIOUHYKD KUIKOCTE

{loamuyaocTs Hoicda 06ranars WMMYHO! CHHOH aktdBHO- [To pazneny «CrnemsdHudeckas aKTHBHOCTRY

~KOCTIOMHbIH CTBIO ¥ COAEpRATH B | MIT HE MeHee CooTRETCTRYST

KOMTIOHCHT 8 ME ROKTOWHAOTO KOMIIOHESHTA (HHacHUI

~ardTepaliEeit npenen AoRepUTeRsHOro gurepsana (P=0,93)

KOMIIOHEHT ne menee 4 ME/mn), 60 ME audtepuitsnoro

~CTONOHATHBIH anarokcuba ¥ 120 ME ¢ronGusyHoro avaTok-

KDMIIOHEHT CHHA

Mexanndgeckue BHAMMKIE MEXAHWHECKHE BITIOUCHUS HOAKHEL | BUANMBIE MeXAHUYECKHE BRAIOMEHNT

BKIIOYEHUA OTCYTCTBOBETS OTCYTCIBYIOT

Ceoorsercrpyer

IMpoxoaumocts 4epes
By

Cycoenzns npenapaia, o0pasyomascs npu
BCTPAXUBARMH, J0MKHA CEOBOIHO MPONIIHTD
B wpHi yepes uray 0,8x40

Cycriensua npenapara, 00pasyIOMAascd Ipu
BCTPAXHBAHMY, CBOTOIHO NPOXOAMT B LINIPHLL
uepes uray 0.8x40

Coargercisyer

Bpesmsa cemMenTalHoH-
HOH yCroHYHanCY

Cycnensus npenapara, o0pazyiowascs npu
BCTPAXHRARMHI HE TONKHA OTHOCTBIO Pacciia-
ABATHCH B TedeHue 2,5 MHAH

Cycuersns npeiapara, 0Gpazyomaics npu
BCTPAXMBAHWY HE MOMHOCTBIO PACCTAREASTTH B
TECHSHHS 2,5 MUH

CooTpeTcTBYCT
pH Or68a074 7.2
CootercIByeT
CrepunpHOCTE Hoiwna ObITh CIEPHIBHON CrepunsHas
CoorsetciByer
AxoMansHas Jonmua OBITs HETOKCHYHON Heroxcnynas
TOKCHYHOTTE Coorsercisyer
Creunpuycckas Honmsa Obrte GesonacHol Beaonacstas Rational
Ge30TACHICTE Cootsercrsyer Im ‘;, \.m\h\o\aa'\ca\
~ompany?
Crieumpuseckas Joixda ofaa1arh TMMYHOISHHON akTHBHO-
aKtUBHOCTS CTRIO 4 COAepwark B 1 M He Menes 8 ME
~KOROIHBI KOK THOLIHOC0 KOMITOHCHTA (HwkHui npeaes 10,4 ME/Mu




Toprosoee nanverosanue JIIT

Howep cepun

Y040725

TIACIIOPT Xe 606 om 29.09.2025 2.

Bakuuna koxawmno-augTepuiino-cTon0HaYHad agcopbuposanHas

(AKAC - Bakuyna)

Konuuecieo, ex. wivepenns 11780 ynakosox

KOMIIOHSHT JoBepuTenbHOIO HHTeprana (P=0,95) ue 6,2 ME/vn
menee 4 ME/mn), CooTeeTcisyeT
-audrepaiHLi 60 ME gudirepuiiHoro aHaTOKCHHA 116 ME/sin
KOMIIOHEHT u CoorseTcrByeT
~CTONOHATHBIN 120 ME cTonbuauHOro agatoxcusa 330 ME/n
KOMITOHEHT CooTBeTcTRYET
Honuora copbuun B 1 Mn nanocanounol sxianxocty conepwanne. | Menee 1 Lf veancopGuposantoro
-THGTEpHAHBIR HeancopOUPURAHHOIO THQTEPHIHOIO AHATOK- | AHPTEPHIADIO AHATOKCHHA
KOMIOHEHT CHMHZ HE A0MKHO NpeBhiars 1 Lf, CooTBETCTBYET
-cTONOHAHBIH aeagcopbuporansoro cronbusysoro anatox- | Menee 0,1 EC neancopSuposaunoro
KOMIIOHEHT cuHa - He JowwHo npessmiath 0,1 EC CTOAOHAYHOTO AHATOKCHHA
CoorBaTeTByeT
Dopwvansreran He Gomee 100 sxardmn 31 mxr/sn
CoorseTciByer
Tuosmepcan Ot 85 o 115 MKe/mit 95 mxr/mi
CoorseTcTBYET

AMOMAHASA THAPOKCHIT

He Gonee 1,1 mr/ma (8 nepecuere na Al ™)

0,9 mr/mi
Coorsercigyer

Usnaexaemsiit obbeMm

He menece HOMUHATBHOIO

He meHee HOMUHAIBHOMO
Cooteercinyer

Omnucanue yNakosku

ITpenapar ¢ xorcepranToMm no 0,5 ma (1 npu-
BUBOuHad a03a) win 1 Ma (2 OpUBUBOYHRIR
J03b1); npenapat Oe3 xoucepsanTa no (.5 Ma
(1 npusHMBOMHAY D034) B @MITY/IBI BMECTHMO-
crey 1 M u3 ciexna mapkn HC-3 wnu ua
crerna | THAPOIHTHYECKOTO KIIACCA.

Ha amItyssl HakTeuBaT JTUKSIKA 13 Oymary
camokaesuicics tuna FASSON win anano-
THYHOIO K4uYeoTBA, WK OOCTHOM, HAY camo-
KACHUIYIOCH JTHKEIKY, WI¥ TCKCT HAHOCKT
HEMOCPEACTBEHHO HA aMIyly Kpackoh (dep-
HUBAMHU).

ITo 10 ammys € HHCTEYKLHEH TIO TPHMEHEHAMIO
¥ cRapUBHKETOPOM AMITYIBHBIM TTOMEILIOT B
KopofKkH W3 KapToHa A8 NoTpeGuTensekoH
Tapbl HAH aHATOTHYHOrO kadecTBa, Kopolku
OKIICHBAIOT ITHKeTKoi-Ganneponrio w3 GyMa-
T'H 0CceTHOH, WK aHATIOTHYHOTO KadeCTsa.
FIpH yrakoBKC amITyi, MMEIOMHX KOIBLO H3-
A0Ma WITH TOMKY I8 BCKDBITHS, CKapH(uka-
TOD aMOYABHEIH HE BRIATMBAIOT

Mpenapar ¢ xoHcepsantom 1o 1 Mn (2 npu-
BHROUHBIE JIO3BI) B aMOyNBl BMECTHMOCTEIO 1
Mt w3 crekna mapkn HC-3.

Ha aMmy it HAKASEHB! STUKSTKHA W3 Gymaru
CaMOKIISAIISHCH,

TTo 10 aMrry st ¢ HHCTPYKUMEH 10 OPHMCHCHHEO,
B KOPCOKE W3 KapTOHA A% HOTPeBUTEABCKOH
Taphl.

Kopofiku OKAecHb 3THKSTKOH-GAHACPONBIO M3
Gymard oCeTHOH,

AMMY bl MMEKT KOMTBLUO HITOMA.
Coorsercisyer

Mapxuposka

1) Mepsuunan yrawosxa. Ha aunyne/stu-
KETKE aMuyibl YKA3RRAKOT! COKPALICHHOS
Toprosoe HawMmeHoBamue npenapara (AKIC-
BAKIMHA), KOAHIECTBO [IpRTIapaia B aMITyne B
MUILIMAHTPEY, KONHYECTBO 03 Mpeiiapata 8
aMTIyNe, ACIMPOBKY, fOyTh BREACHWE (B/M),
HoMmep cepuy {BykscHro-mdporoe ofioiHave-
HHE), AaTy MCTCHCHUS CpOKA FOTHOCTH (roaeH
0.}, TPSIyUpeAHTeNbHY Haanues (Betps-
XMBath!).

2) Bropuunas ynakoBka. Ha svuxerke-Oan-
ZEPOUH YKA3bIRAMOT: TOPIUBOS HAWMEHORAHNC
npenapata  (BakuuHa  KoxOmHO-IMTS-
PHHHO-CTOIOHS HAL ancopluporaHias
(AKIC-gaxiuna)), TpPYNNUDOBOYHOS — Ha-
uvenosanre (BakuwHa 08 npodMIakTURY
JHQTEPHH, KOKNOWA M CTOADHIKA), coRpa-
IEHHOT HANMCHOBARNE ACPKATENA perucTpa-
UHOHHOIO VAOCT OBEDEHHA/TIPOHIBOAATENS

1) Hepsuunas ynaxosxa. Ha stvxerxe amiy-
JIB] YKA3AHEL COKPALICHHOR TOPTOROS HAWMSHO-
pawye npenapara (AKJC-sakuuna), xonude-
Cr80 Hpenapara B amiyie B MumminTpax (1
M), KONMYECTsO 003 mpenapara B amiyne {2
xo3er), posuposka (0,5 ma/nosza), rmyTe BRedc-
aus (B/M), Homep cepuu (Y040725), aara mc-
TeueHHA ¢poka rogxociw (rogeH ao 0127),

IPYINHPOBOYHOR HakMeH R L
npodumaxtuky WIdTepyn, ‘&B‘{ﬁ%‘gmu‘d
H#AKi}, COKpALLCH A mncpwﬁ
yRocToRgpeR i ibonal
swpendput it PA O/

Tens JICKaPCTBEH
aMuiporen») U erd

Tpanuua 2 u3 3



Toprosoe sawvenosanue JIIT

Homep cepun Y040725

TTACITOPT Mo 606 or 29.09.2025 2.

Bakuuua xoritomHo-1udrepuiino-cronbHaynas ancopbuposaunas

(AKAC - paxuuna)

Kommectso, ef. wamepenns 11780 ynakosox

AexapcTBEHHOTO nperapara (AO «HITO «Mu-
KPOUEH») H €10 TOBApHBIN 3HAK, ajpec U Tesne-
$OH HepAATEIS PEIACTPALIHOHHOTO YAOCTOBRE-
PeHMS/TIPOM3BOINTENS JICKAPCTBEHHOIO Npe-
napatd, COKPAUEHHBI apec NPOu3BOACTEA
(cTpana, ropon), nekapcTreHHYO Gopmy (cye-
MEH3MA AN BHYTPHMBILCUHOTO BESASHNA),
nozupoBky (0,5 Mn/no3a), x0au¥ecT80 npena-
pata B MMITMIMTPaX ¥ KONHYECTBO 103 B
aMIIYJIe, KOAHYECTBO aMIyl B YIIGKOBKE, HH-
DOPMALMI O COCTARS ASKAPCTEEHHOTO npenas
pata (Cocram), HoMep cepunt (BykreHHO-tHD-
poRoe  ODOIHAYCHHE). [aTy NPCUIROLCTAZ,
Jlaty  ucteqenus cpoxa rogHootd  (Tozen
710...), yoaoBua XpaHeHns {XpauuTh HpH TeM-
neparype ot 2 go 8°C. He samopaxusars.),
0yTh BBCACHMA (Ha BTOpU4HOH YNavkOBKE He
YK43aH, TaK KaK OH BKTIOYSH B HA3BAHHE fe-
KapCTBEHHOH  (IOpPMEN), YCTOBHR  OTIYCKE,
NpeaynpeIuTeIbHbie HanmcH: «CrepHiIsaoy,
«XpaHKTE B HEJOCTYNIHOM AN HeTel Mectes,
«llepen ynorpefnennem scipsxusarsy. s
npenapara Ge3 xoncepsanTa yxasesaor (He
CORSPKAT KOHCEPBAHTA), WTPHX~KOJ, CHocos
npumenenust  («Cnocol  OpHMEHEHHS:  CM.
HHCTPYKLMIO MO MEAULITHCKOMY TIPHMEHEHHWIO
(IMCTOK-BXTAABI)Y ), CPaACTBO MOSHTH HKA-
LML

Homyckaetes Hawoouts nomep cepuu (Gyk-
BeHHO-IHMbPoBoe 0003HAYCHHUE), AaTy NPOU3-
BOACTBA H HaTy HCTEYBHUA CPOKA TOTHOCTH Ha
GOKOBRIC MOBEPXHOCTH KOPOGKA

renedod ApRATEAs PerHCTPAUMOHHONO YAO-
CTOBCPEHUA/TPONIBOANTENS  NEKapPCTBEHHOTO
npenapata (Poccus, 115088, r. Mockea, yn.1-g
HyGposexan, a. 15, cip. 2, (495)710-37-87),
COKpAICHHRIN anpec npoussoncTea (Poccus, 1.
Yipa), nexapcrpennas dopma {(cycneHsua ang
BHYTP#MBIIUSHHOIO BREISHHSA), Hosuponka (0,5
MII/1033), KONUYECTBO IPENaPaTa B MHITHIANT=
pax ¥ KOMHUECTBO 703 B aMrmyfe, KOTHYESCTBO
amimyit 8 ynaxoske. (10 amnoyn wo 1 ma (2
210361)), HHOOPMALHA O COCTABE HEKAPCTBEHHO-
ro npenapara (Cocrag, B 1 goze (0.5 Mn) co-
nepwutea: JelcrByomue Bemecisa; AHaTok-
cus guQrepuiasii 15 LT Anarokcun crond-
maanbiid 3 EC Koxmomsasg CyCrieHsus uHakTu-
BrpoBanEas 10 MAPI KoK UOIMHRX MAKPOGHBIX
KACToK BerioMoratenbHeIC Bewgctsa: Ao
MuHHA TEApOXCHA (B nepecuere na APY) me
Sonee 0,535 wr Popmansaerng ve Sonee 50 Mxr
Koncepsaur-rromepean ot 42,5 xo 57,5 wmxr),
yenosns xpanenus (XpaHuTh Npy TeMIOeparype
or 2 go 8°C. He samopaxusars), ycaous
otnycka  ([ng geueBHO-pOPUIAKTHYCCKAX
YYPEAICHUN), NpPeayNpeaANTEIbHEE HAIITHCH!
«Crepunpro», «XpaluTh B HEXOCTYIHOM JUIA
neredt mectew, «Ilepen ynorpefinennem soTpa-
XMBATLY, IMTPHAX-KON, cnocol  npuMeHeHUS
(«Cnocold NPUMCHEHHS: CM. MHCTPYKUMIO 110
MEAMLIMHCKOMY NPHMEHSHMIO  (JMCTOR-BKAa-
ZBHID), CPEICTBO UASHTHOHKAUNHA,

Howmep cepun (Y040723), sara npoussoncisa
(0725) v mara wcreqenns cpoxa rogHocTH (0
0127) wuauecennl Ha GOKOBHIE HOBEDXHOCTH
KOpOGKH,

Cooisercisyer

YcaosHa xpaHeHuA

{Tpu remueparype ot 2 no §°C. He 3aMopakuBars.
paty i

Tpancnopruporague

TpancnopTipyroT npy Temuepatype oT 2 10 8°C. 3aMopakHBAHHE HE IOMY CKasTos.

Cpok rogHocu
{cpok xpaneHs)

18 Mecauen

Hara npouzsoncrea 24.07.2025
Tomen zo 31.01.2027
Coorsercisyer

SAKJIOYEHME: JlexapcraenHbiii npenapaT Bakuysa xox mouHo- g repulino-cronGusunas agcopbuposannas (AKIC-sak-
uuHa) Baxuuna 104 npedHaakTHKE AHQTEPHE, KOKTIOMa # CTOAGHIKA, CYCIISH3HS AU BHYTPHMENUEIHOIO BBSASHHUS
0,5 ma/noza cepun Y040725 coateetcrByeT TReSoRaHHAM HOPMATHBHOIO J0KyMeHTa 110 kayectsy JITT-Ne{D05363)-(PT-RU) ot

29.10.2024

Jara prigays nacropia

Miukpobuonor Q}STK(OR

«29» cenralbps 2025 v,

JIL.P. MynapucoBa

P.C. laitnynnuna

wiak
«Haunoniid 9
opuoauTHIECRIR

T IDLL
“National
\mmunub'\u\og\ca\
Cumpm\y»k
Joint Sto¢
Company
15




