PA3SPEIIEHUE
Ha BBOJ B I'paxkaanckmit 06opot B Pocontickoit @enepanuu cepum wiv napruy
npoussezieHnoro 8 Poccuiickoi Menepatyiu iy BBO3MMOro B Poccutickyro ®enepanuio

UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIpeliapaTa
Ne P006-00110-77/01069177 or 21.02.2024

Beigano O6mectBy ¢ orpannyeHHOH OTBeTCTBeHHOCTHIO "MCJ ®apMachioTHKAIC,
Poccus, 119021, r. Mocksa, BH.Tep.I. MyHHLMIATEHEIR OKpYT XaMOBHHKH, ViL. Tumypa
Opynsze, a. 11, crp.1, THH: 7706701593.
(naumenoBanue IOPUAKMUECKOTO LA, Iopuauveckuil agpec, MHH)

@epepanbuaa cayxba mo Hagzopy B cepe 3apaBooxpaHeHMs HAa OCHOBAHUH
3aK/I0YeHHs]  HCHBITATENIBHOTO  LEHTPa  3KCHEPTU3El  KAayecTBa  MEAMIMHCKIX
MMMyHOGHONOTMYeCKiX TpenapatoB PelepanbHOro TrOCYAapCTBEHHOTO GIOKETHOrO
yapexaenuss "Haydnpii HEeHTp SKCIEpPTH3Bl CPEACTE MEAMLIMHCKOrO MpHMEHEHHs"

Munuctepcrsa sapasooxpanenns Poceniickoli ®enepaiyn
(wanMeHOBaHVE (beEPATBHOrO rOCYJAPCTREHHOTO OIOJKETHOrO YUpPEskISHUs)

or 14.02.2024 Ne 90/HIISCMII paspemaer BBOA B rPasIaHCKHIl 060poT
(nata) (Homep)

8 Poccniickoil ®e/tepauyn HMMyHOGHOJOrIYEeCKOro JIeKAPCTBEHHOIO NpenapaTa
[Tuesmopakc® 23 (BakiMHAa THEBMOKOKKOBAS, [IONIMBANICHTHAN)
(TOProBoe HAUMEHOBAHKE)
Bakupna s npoQuIakTHKY THEBMOKOKKOBEIX MHGeKIi
(MEXEYHZPOL{HOQ HETIATCHTOBAHHOE HAUMMEHOBAHYE TPYOITEPOBOYHOE Wil demecxoe)
PacTBOp I BHYTPHUMBIIIEYHOrO X MOAKOXHOTO BBeAeHus 1 no3a 0.5 mi -
mnpuisl (1 WT.) - DadYK| KApTOHHBIE /B KOMIUIEKTe ¢ HIvIoN-1 1mT./
(thopma Bbinycka ¢ yxasauueM JeKapeTBeHHor GopMbl, AOIUPOBKH, (PACOBKHM M KONMUECTRO B YIIAKOBKE)
cepun X026555 |, oOnem cepum uam nmaprum 7943
(nomep cepuu) {KONHUECTBO YIIaX0BOK)
rogea no 05.07.2025 .
(cpox ropuoctu)
npoussoacrsa Mepk Illapn u Joym JUIC, CIIA, 770 Sumneytown Pike, West Point,
Pennsylvania 19486, USA (npoussomurens (rorogoit JI®), neppuunas ynmaxoska); Mepk
Olapn u loym B.B., Hugepnanns:, Waarderweg 39, 2031 BN, Haarlem, the Netherlands
(BTOpHYHAS YNIAKOBKA, BBUIYCKAIOMMHA KOHTPOb KAUECTRA).

(HAMMEHOBAHME ¥ 8]PEC NPOUIBOAMTENS C YKASAHUEM CTAZMIA NPOUIBOACTRA)
Perucrpannonnoe ynocroepenne Ne JI[1-Ne(002310)-(PT-RU) ot 05.05.2023.
HdepxaTeiis perucTpalHMoHHOro ymocroBepenuss Mepk Illapnm u Joym B.B.,
Hupepnangsl, Waarderweg 39, 2031 BN, Haarlem, the Netherlands.

(HaEMeHOBaHue, 87pec)
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3amecTuTelNb PYKOBOJHTENA

JOKYMEHT NOITIMCAH
SNEKTPOHHON OMTHCEIO

Cepruduxar 0117424600C31 540134 SES5B0OS078482
Baagenen Hapxosenso Juutpuit Beesomogonus
Heficrawrencs ¢ 14.02.2023 1o 09.05.2024




