PA3PEHIEHUE

Ha BBOJ B rpaxxaaHckuit 06opoT B Poccuiickoit denepanu cepun Wiv mapTHH
npousseieHHOTo B Poccuiickon @enepaunu uiny BBO3UMoro B Poccuiickyro @enepanuro
MMMYHOOHOJIOTMUECKOT0 JIEKAPCTBEHHOT0 IIpernapara
Ne P006-00110-77/02645612 ot 14.07.2025

Boigano OOmecTBy ¢ orpaHmueHHON oTBeTcTBeHHOCThIO "®OPT", Poccusa, 390540,
Psazanckas  obmacte, M. p-H  Pasanckmii, c.n.  Okxckoe, 1.  SnTyHOBO,
Tep. papmareBTHYEecKOro Kommiekca, crp. 1A, MTHH: 6234028965.
(HaMeHOBaHUE IOPUIMUECKOr0 JINLa, opunudeckuil aapec, THH)
®DenepajbHast cayx0a mo Haazopy B cdepe 3ApaBOOXpPaHEHHMS] HAa OCHOBaAHUHU
3akiao4yenuss McneitarensHoit  naboparopun  KpacHospckoro  ¢ummana OI'BY
"MMIIDYAOCMII" Poc3gpaBHagzopa
(HarMeHOBaHue (enepasbHOro rocy IapCTBEHHOTO OIOJKETHOTO YUPEKICHNU )
or 10.07.2025 Ne 319Kn-05/25 pa3pemaer BBOA B rpaskIaHCKHii 0GopoT
(mata) (Homep)

B Poccuiickoi @eaepauuu HIMMYHOOHOJI0THYECKOI0 JIEKAPCTBEHHOT0 Mpenapara
Visrpukc® Kagpn Bakiuua rpunmosHas 4eThpeXBaeHTHAS HHAKTUBUPOBAHHAS
pacIienieHHas
(TOoproBoe HaMEHOBaHUE)

BakuyHa my1s npoduinakTHKY rpumnna [MHaKTHBUpOBaHHAs |
(MC)KILYHapOILHOC HEIMaTCHTOBAHHOC HAMMCHOBAaHNE (prHHMpOBO‘IHOE nJIn XI/IMI/I‘IGCKOG)

pacTBOp J1s BHyTpuUMBIIeuHoro Beeaenus 0.5 m/mosza 0.5 mi (1 mo3a) -
mnpuis! (10 WT.) - DaYKKU KApTOHHBIE - TSl JJe4eOHO-IPOPUIAKTHIECKUX YUPEKICHUI

(opma Beinycka (c yka3aHUEM JIEKapCTBEHHOH (OPMBI, TO3UPOBKY, PACOBKU) M KOJIUYECTBO B YITAKOBKE)
cepun 090525 , 00beM cepum uiau maptuu 50657 ,
(Homep cepun) (XONIMYECTBO YNaKoBOK)

rogen 1o 05.2026 ,

(cpok romHoCTH)
npousBoacTBa O6IecTBa ¢ orpaHndeHHol oTBeTcTBeHHOCTRIO "@OPT" (OO0 "OOPT"),
Poccusa, 390540, Pszanckas obnacte, M. p-H Pszanckuii, c.i. Okckoe, n. SNTyHOBO,
Tep. (apMalleBTUYECKOro KOMILIeKca, c¢Tp. 1)k (Bce cTaauy, BKJIIOYAs BBIMTYCKAIOIIMIM
KOHTPOJIb KA4eCTBA).

(HaI/IMCHOBaHI/Ie " aaApec NMMPpOU3BOAUTEIIA (C YKa3zaHHUEM craguii l'IpOI/IBBOI[CTBa)
Peructpanuonnoe ynocrosepenue Ne JIII-Ne(006626)-(PT"-RU) ot 20.08.2024.
JepaaTeb PpPerucTpalMOHHOrO yaocToBepeHust OOImIeCTBO ¢  OrpaHUYEHHOMU
orBeTcTBeHHOCTRIO "®OPT" (OO0 "OOPT"), Poccus, 390540, PHBaHCKaﬂ 00J1aCTb,
M. p-H Psazanckuii, c.. Okckoe, n. SntyHoBO, Tep. ¢dapmaneBT
cTp. la.

(HaumeHoBaHUe, azipec)
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3aMecTuTeNb PyKOBOIUTENS

Pocs JdpaBHaA30pa JOKYMEHT HHOAIIMCAH

NIEKTPOHHOM IHOJITUCLIO

Ceprudukar 42D1B24AD82BBD113BD1263FE2CCBC89
Bnazenen IHapxomenxo Jmurpuii BeeBostogonya
He#tersurenen ¢ 07.04.2025 no 01.07.2026




POPT =

Juuensus Ne J1012-00102-77/00010477

ot 04 asrycra 2023 roja

Poceus, 390540, Psszanckas 061,

M. p-i. Pasancknii, ¢.n. Oxexoe, a. Slatynoso,
Tep. (hapMaleBTHYCCKOro KoMIuIekea, erp. 15k

IMTACIIOPT Ne 009 YKIII/25

Hanmenonanue MPOIYKITAE

Vabrpuke® Kpaapu Bakuuna rpuinossas
YCTBIPEXBAICHTHAS MHAKTUBUPOBAHHASN pacllerlleHHasl,
pacTBOP I BHYTPUMBILIEUHOTO BBeaenus 0,5 mu/nosa,
IIIPHUIIL B yakoske Ne 10

Homep cepun 1 090525 )
Jlara npouzBoacrea 05.2025

loaen a0 05.2026 o

Koannuecrso exunnm roroBoii 50 657 yraRoEoK

TPOAYKIMH B cepUn

Hponsnomnen b

000 «DPOPT», Poccus

PEFIlCTpaHHOHHOB YAOCTOBEPECHHE

JITI-Ne(006626)-(PI"-RU) ot 20.08.2024

Hcenbiranus HPOBCACHDbI IO

HJTJII-Ne(006626)-(PT-RU) ot 20.08.2024.

PE3YJIbTATbI AHAJIN3A

co cneunduUuecKkoi CbIBOPOTKOI B
arapo3Hom reJe

HaumecnoBanue Tpebopanust nopMaTHBHOM "
PesyabTarsl nenbiraHmii
1oKasaTeast AOKYMEHTALMH
Becurse'maﬂ HJIH CJIETKa XKeNTOBaTas ™ u
beCHBeTHaH JKHAKOCTE ¢o cnaboii
Onucanue Npo3payHas *KMAKOCTb, BOIMOIKHO "
V onanecLenumen
Ha/iMyue caboii onanecueHUMH o
Kazxblit HOATHIT U THIT aHTHIEHa
JOJIZKCH Ospii’SOBblBaTb HUETKHE KOJIbLia
Wnentndukanms APCHMINHTALMHA NPH B3aUMOACHCTBUH ITonTBepiuaercs

TpospauHocTb

JlojokeH BbLICPIKUBATL CPABHEHHE ¢
stanoroM I

Brinep:kuBaeT cpaBHEHHE C STAIOHOM

11

MHTeHCHBHOCTL OKpacKH pacTBopa He

VHTEHCHBHOCTL OKPACKH pacTBopa

LIBeTHOCTD
{ Jlo/ekHa Oue Gonee atanona Ys MEHee 3tanoHa Y5
Hs3 80 o6pazuos orobpannbix npobel 1ic
MexaHHueckue p ] . I P
e Honee 2 MOrYT MMETh MeXaHHUeCKHe CooTsercTryer
BRJIIOUEHMS
BKJIHOYCHMS
pH Or7,0 no 7,6 7,46
M3BnekaeMbiit 001EM He menee nomunansHoro (0,5 mi)

CooTBeTcTBYET

Benok

He Gonee 360 mMxr/no3a

Crieuunduueckas
6e30nacHoCTD

He nomxen conepkarh >KMBOIo BUpyca
rpuImna

§ L SR
. 4>/ Haunonansuad BN
CrepunbHOCTh Homnxen 6bITH cTEpHIeH 40/ wunynoironorn i @R Hb1 i
(L] KOMNANUA» [}
BakrepuanbHbie . . “National =
He Gonee 100 ER/noza £ i .03 3a
SHAOTOKCHHBI 7 o I"“"‘('~':,‘i,l,);,(.1]n"f’€m ©
AHOMaJIbHAas Joint Stock B
) Jlosxen ObITh HETOKCHUEH Compan UHbIH
TOKCHYHOCTL

a Ipurina

COIEPIKUT KHBOI'O

Crp. 1l




Haumenoraune
IHOKa3aTe/is

Tpeboranus HOPMATHBHOI
JOKYMEHTalUNN

PesysbraTel Henprranmii

Cneunduueckas
aKTHBHOCTD

B 1 goze (0,5 M) 10J12KHA COAEepkKaTh
reMarryitloOTHHUH BHPYCOB I'pyIlNa
nojaTunoe A 1 Tunoe B:
A/(HINT) - (15,042,0) mxr
A/(H3N2) - (15,0£2,0) mxr
B/(Victoria lineage) — (15,04+2,0) mxr
B/(Yamagata lineage) — (15,0+2,0) mxr

A/(HINT) -16,6 mMxr
A/(H3N2) - 15,5 Mkr
B/(Victoria lineage) — 16,4 mkr
B/(Yamagata lineage) — 14,3 mxr

Oxrokcunon-10

[Tosmcopbar 80

He 6om.c 300 MKr/mn

210,9 Mkr/mn

He Hornee 500 MKI/M

OBanbOymun

He 6onee 1 mkr/nosa

383.7 Mxr/Mn

0,04 mkr/noza

HMMmyHoreHHocTh*

Jomxen OpITHL UMMYyHOreHeH

WmmyHorenen

PeakToreHHocts*

[TponsBoacTBEHHbBIE
LITAaMMbI

Homxen ObITh apeakToreHe unu cnabo
peaKTOreHeH

Cnabo peakrorenen

ﬂOﬂ)KH bl COOTBCTCTBOBATHL MO

aHTUreHHON CTPYKTYpe raMMam

BUpYCa rpunna tina A (nojarursi

A/(HIN1) u A/(H3N2)) u Tuna B
(imnnu Victoria lineage 1 Yamagata
lineage), pekomenoBatiHbiv BO3 Ha
TEKYLUUH SMUACMHYUCCKHI Ce30H jiis

CegepHoro nosiywmapus

CooTreTcTBYET

Ynakopka

o 0,5 ma (1 noza) B winpuuax ms
CTeKJia ¢ BrassHHOH MIioM ¢ 3ailiMTHBIM
KOJIMAuKoM.

Ha kaskabl# luNpuiL HAKNEeUBaKoT
ITUKETKW U3 ByMaru Witk rjieHku
camokuiesieiics. OO6beM npenapata B
IITIPHLIC, COOTBETCTBYIOIHH Y2 1103bl,
OTMeYeH pUcKoii/MeTkoM, HaHeceHHO
Ha KOpnyc mnpuua, Wil MeTKo,
HAHECEeHHOH Ha Kpal 3THUKETKH.

Ilo 1 mmpuuy B KOHTYPHOI SuelKOBOI

yMakoBKe, NOKPBITOI (hoNbroi
amoMuHHenol unu Gymaroli, Hian
TJIEHKOH MONUMEPHOMH.
ITo 10 KOHTYPHBIX AUEHKOBBLIX
YNakoROK B Iauke U3 KapToHa BMecTe ¢
JIMCTOM-BKJIQJIbILLIEM.

ITo 0,5 M (1 po3a) B Lunpuuax m3
CTCKJIA C BIIASHHOM MIJIOM C 3aLLUTHBLIM
KOJIAYKOM.

Ha kaxxasblii lwinpuil Hakneena
STUKETKa M3 TJIEHKH caMokiesiueiics.
OObem npenapata B LWNpHULE,
COOTBETCTBYIOIMI Y2 103b1, OTMEUEH
PHUCKOIi, HaHeceHHOI Ha KOpMYC
npHLa.

[To 1 mnpuiy B KOHTYPHOI siuelikoBoit

YHNAKOBKE, OKPLITOMH IJIEHKO#
MOJIMMEPHOH

[To 10 koHTYpHBIX AUEHKOBLIX

YIAKOBOK B MAUKe M3 KAPTOHA BMECTe ¢

JIMCTOM-BKJIaZIbILLIEM,

CooTBeTcTByeT

Mapkuposka

llepsuunasn ynaxosxa. Ha stukerke
WITTPHLIA YKa3bIBAIOT: COKPALLEHHOE
TOPTrOBOE HAMMEHOBAHHWE TIpenapara
(Vavrpukc® Ksaapu), 103Mposky,
KOJIMUECTBO J103, [IyTh BBeJIeHHs (B/M),
HOMep cepuu (M poroe
0603HHHCHHG), naTy UHCTEYEHHUA CpoKa
roasocTu: «l'onen nqo». DTUKETKa
LUTTpHLIA MOKET OBITH C MC'I!\OH
COOTBETCTBYIOLIEH Y2 10361 (0,25 mn),

uinn 6e3 MeTKH.

Hepesuunas ynaxoasxa. Ha srukerke
LNpyUa yKasaHo: COKpalléHHoe
TOPrOBOE HAMMEHOBaHHWe Npenapata
(ynthan KBH,[I[)H

!
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«Conen no»;

-cnocod npumenenus: «Croco6
NPUMEHEHHMA: CM. HHCTPYKLIHIO 110
MEAMLMHCKOMY [IPUMEHEHHIO (JIMCTOK-
BKJIaJIbILI)»;

-YCIOBHSA OTITyCKa;

-YCJIOBHS XPAHCHHS;

~UITPHX-KOL;

-YKa3aHHe SMHAEMHYECKOro ce30Ha,
AJISL KOTOPOro npeaHasHaveH
JIEKapCTBEHHbIH rpenapar;
~NpeayNpenTenbHbIe HaITHCH:
«CTepunbHo», « BakuMHHbIC 1WITAMMbI
KYJILTHEHPOBAHEI HA KYPHHBIX
amOpronax», «XpaHuTh B
HEZOCTYNIHOM /18 Jietelt mectey, «He
CONEPAKHT KOHCEPBAHTAY,

Ha nauxy Moryr Hanocures cpeacrsa
MAEHTH(DMKALMH M NPOM3BOCTBEHHbIC
KOZIbI.

Hanmenosanune Tpebopanns HopMaATHBHOKH o R
’ ¢ P PC3_Ythlebl HCIBITAHKHNT
[ORA34Te/ JOKYMECHTALIH

B H , Bmopuynaa ynaxosxa. Ha nauke
NAKOBK é ]
: ::;{:lzlf:gltt:r ynakoska. Ha nauke by
) . - -COKpALLEHHOE HAMMEHOBAHHE
-COK HAHMEHOBAHHE
coxxpameuu)oe 1‘( , liOI:llO[O AEPIKATENA PErUCTPALMOHHOIO
SKATENS PErHCTPALHOHHOT ;
ACPIETCIS PoTHCTPAL ey | YarocTosepenns/ npoussojautens (000
yaoctosepenus/ npouspoaurens (OO0 -
DOPTy) «DOPT»);
« »); v
S -IOpHIMYeCcKmii anpec/ ajpec MecTa
-IOPUANYECKHUIT afpec/ ajpec Mecta ' )
NPOH3EONCTE, TeNedon, Bake NPOU3BOACTRA, TeneoH, (akc,
P R ? nororun OO0 «DOPTy;
Jgorotun Q00 «DOPT»: | st .
, ~TOProBOE HAMMEHOBAHKE Npernapara;
~TOProBOe HAMMEHOBAHKE Npernapara;
) -FpYNIHPOBOMHOE HAHMEHOBaHHE
“IpyYnrnyvpoBpo4HOC¢ HAMMCHOBAHNE .
rnpemnapara;
npenapara; ki ‘
-liekapeTsennas popma;
-NeKapcTBEHHYIO (opmy;
-dH(popMaLMs 0 cocTase;
-uHdopMalKio 0 cocTase; ) o
-nosuposka (0,5 mi/posa);
-nosuposky (0,5 ma/mosa);
~KOJIMYECTBO LUNPHIIEB, COACPKALINX
~KOJIMYECTRO LUTPULER, CoepKaLluX . ]
o no 1 jo3e Kax/si, B navke:;
no 1 po3e kaxbli, B nauke;
-HOMEp CepHH;
-HOMep CepHH; i ) .
-1aTa [POM3BOACTBA;
=[1ary NpOU3BO/ICTEA;
-J1aTa MCTEYCHHS CPOKA FOIHOCTH:
-JaTy HCTEHEHHs CPOKa MOAHOCTH: .
Mapxurposka «T"onen 1oy,

-cnocod npuMenenns: «Cnocod
MPUMEHEHHA: CM. HHCTPYKLIMIO 110
MEAMUMHCKOMY TIPUMEHEHHIO (JIMCTOK-
BKJIAJABILL ),

~YCJIOBHA OTITYCKA,

-YCIIOBHS XPAHEHHS;

-LIUTPUX-KOA;

-YKa3aHHWe 3MUAEMHYECKOro Ce30Ha,
A1 KOTOPOTro npeaHasya4veH
NeKapCTReHHLIH npenapar;
-NPEAYNPEAUTENbHDIC HAIUCH;
«CTCPHHI)HO», ((BaKLlHHHbl(‘, mTaMmabl
KYyJIbTUBUPOBaHb] Ha KYPHHbIX
IMOpHOHaxy», «XPaHHUTD B
HEJIOCTYITHOM 111 AeTeii mecTey, «He
COJIEPYKHT KOHCEPBAHTAY.

Ha nauky HaHeceHb! cpencTpa
HAECHTH(UKAUKH.

Cootaetcrpyer

YCINOBHs XpaHeHHs

Ipu temneparype ot 2 10 8 °C. He samopaxcusars

Cpok rognocti

1 roj

* Konrposmpyiotes npoussoauteneM. KOHTPOINPYIOTCS TPH IEpBBIE CEPHM 1P CMEHE
IIPOH3BOACTBEHHOIO 1ITAMMA

3akioyeHue:

lpenapar Yubrpuke® Ksanpu Bakumna rpunnosnas gerhipexBalcHTHAs HHa itk
PACILCIIEHHAS, PACTBOP JUIS BHYTpUMbIMIeYHOro BBeaeHus 0,5 mi/no3a, mnpid
1 rpebosanusam HJT JITT-No(006626)-(PI'-RU M
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