PABPEIIEHWE
Ha BBOJ B rpaxxnasckuit 0bopot B Poceulickoit Qenepalipy Cepuy Wy IapTid
npoussenenyoro 8 Poceniicxolt @eneparvn pwiy sBro3uMoro 8 Poceniickyro Geneparuio
HMMYHOBHOTOTHYECKOTO eKapCTBEHHOO Npenapara
Ne P006-00110-77/04295969 ot 04.02.2026

Beinapo OenepansHoMy rocyiapcTBEHHOMY aBTOHOMHOMY HAYTHOMY yupexuewmo "®enepamsubii
HAYYHBIA LEHTp Hocnenosanuil u paspaboriy wmmynoGuororHYeCKIX mperaparos uM. ML.IT. Yymakosa
}?AH " (Meerutyr noamomuenura), Poccms, 117218, r. Mocksa, BHASP.Y. MYSHUMNATEABE OKpYT
Kornosra, vir. Kpxuanosckoro, 1. 29, k. 5, stax 3, movem. I, xom, Ne 6, MHH: 7751023847.
(HauMeHOBAHNE YOPHINUECKOro IHIA, opuaadeckull anpec, MHH)
Penepansuan cuyxba o Hagzopy B cdepe 3HpABOOXPAHEHNS HA OCHOBAHUM 3AKIIICHEHNS
Henprrarenerolt naboparopun. MOCKOBCKOK NnaBoparopui KOHTPONsS KaueeTBa JICKAPCTBEHHBIX
cpepers OIBY "UMIIDVAOCMIT” Pocsapasranzopa
(HanMeHOBAKEE DENePaIEHOTO FOCYAPCTBEHHOTO DIOIKETHOTO YHPEXICHIS)
or 27.01.2026 Ne 3120[1K-11/25 paspemaer BBOJX B IpaskIaHCcKuii 060poT
(mara) (nomep)
B Poccuiickoii @epepanpy MMMYHOOHOIOrHISCKOro JEKAPCTBEHHOre Npenapara
BuBak nonvo (BaxuyHa NOTHOMECTHTHAS IEPOPANbHAs, IBYXBATCHTHAS, KUBas
arreyuposanuas 1, 3 THIOR)
(ToproBoe HANMEHOBAHNE)
Barxupsa gng npoGuiiakTHRH NOMOMUEIHTA
(MEKTyHApOAHOE HEIATCHTOBAHHOE HAUMEHOBAHME (IPYIIIAPOBOURTE WK XUMIYECKoe)
pacTsop a1 iprema BHy1ps 0.2 M/nosa 2.mx (10 103) - draxorst (10 wr.) -
IAYKH KAPTOHHBIE ~ AU1H JHedefHO-IPODRIAKTHESCKIY YIPEKISHIH
(hopma BBIYCKA (¢ YKa3AHHEM JIEKAPCTREHHOR QOPNBLL, NOZHPOBKH, GACORKM) H KOMWHECTEO B yrsakoax"}

cepunr 321 , obnem cepwd wim napran 2509 "
(Homep cepun) (KOIUMECTEO YIAKOBOK)
rogen go  12.2027 "

(CpOK FOTHOCTH)

npousBoaeTBa  QENepanbHOr0  TOCYJAPCTBEHHONO — ABIOHOMHOIO — HAYYHOTO  YUPEXIEHHS
"OenepanbHbil HAYIHBIH HEHTP HCC/IeLOBaHEM ¥ paspaloTky MMMYHOCHONOIMHECKHX NPEHapaTos
mv. MUIL Yymaxosa PAH" (Mucruryt nomumomuemata) (PTAHY SOHLAPUIT mv. MLIL Yymaxopa
PAH" (MucrtuTyr momaomuenura)), Poccms, r. Mocksa, BH.Tep.T. MYHMIMIANBHBI OXpYT
DUTUMOHKOBCKEH, 1. Wacruryra [lomiomuemara, A, 8, cip. 9 (mpomssomurens (rotosok JID));
crp. 23 (nepsuamas ynakopka); cTp. 23A (BropuuHas yrnakorka); cIp. 4 (BBITyCKarommi KOHTPOTb
KaueeTna).

(HAEMEHOBANNE U aJpec TPOMIBOANTENS (¢ yKasaHHeM CTANAN IPON3BOACTEE)

Perucrpanmounoe ynocrosepenne Ne JI1-003511 or 18.03.2016.

Hepxaress PerucTPaUHOBHOIO YI0CTOBEPEHUs PenepansHoe TOCYXAPCTBEHHOE ABTOHOMHOE
HayuHoe  yupexpaenue  "OepepaNpHEM  HayYHBIH  LEHTp nccne:maaﬂﬂn u  paspaboTky
uMmmyHOSHONOrMaeckux ripertapatoe M. M.IT. Hymaxosa PAH" (MuctatyT mONHC HTQ&@”W
“OHIAPUIT um. MIL Yymaxopa PAH" (Mumcturyr nonvomuenuta)), Poctus, % x’§r§/€ \\‘n_,., ,
BH.TEp.r. MymuLmananeEsi oxpyr Kornoska, yi. KpxekaHOBCKOTO, ASRoMer
xom. Ne 6.

(HavMenoBanie, anpec)

JOKYMEHT HOTIH
IMEKTPOHHON TIOIITHCE

3aMeCTHTeNE PYKOBOLUTENS Ceprabroir 42D1BHADSZBBDLIBD263FE2CCH
B, 1 Hosrpait B

P chﬂp aBHaﬂ3op a ,Kzsﬁvrm‘mxet; © 07042025 0o 01.07.2026




MUHHUCTEPCTBO HAVKHU U BEICLUETO OBPASOBAHMS POCCHMCKOA OEIEPALIN

GENEPAJIGHOE I'OCY JAPCTBEHHOE ABTOHOMHOE HAVYHOE YYPEXIEHWE

«PenepanbHbI HayYHbIH HEHTD HeeneNoBanui
H pa3paloTky EMMYHOOHONOrHYECKHX Ipenaparos
um. MLIL Yymaxora PAH»
(OTAHY «OHIMAPHIL um. MLIL Yymaxosa PAH» (MucTaryT nomoMuenura))

nocEnoK Mucrturyra [onnomMuentera, KoM 8, Koprye 1, BE,Tep.r MyHAUBTATEHbN OKPYT QUIIMOHKOBCKHE,
ropoa Mocksa, 108819
Tex. (495) 841-90-02, Daxc (495) 549-67-60. E~mail: sue_polio@chumakovs.su, www.chumakovs.tu
QKIIO 01895043, OTPH 1167746624847, VIIF/KITT 7751023847/772701001

CEPTUOVIKAT ITPOUCXOXIEHMA TTPETIAPATA

Hanmvenosarue nperapara: SuBax nonuo (Baxyuna nonluomMuelumnas nepopansian,
osyxeanenmnan yeusas ammeryuposannan 1, 3 munos) '

Ceprg Ne j(»j /7!/ e
Hara seimycka: /'7\) - Mﬁ L

Cpoxk rommocTy: 2 rofia npy TeMneparype Manyc 20 °C u mwxe;,
6 MecsIen Ipa TeMepatype o 2 1o § °C BRIOUHTEIEHO

TIpOM3BOIMTE NS IIOTEEPKIACT COOTBETCTBHE KA4ECTRA BAKIMHEL BuBuax nonuo (Barkuuna
HOTTUOMUCIUIMHASA HEPOPUIbEAS, OCYXCANEHMHASA HCUCAA QMIMEHYUPOSARKAA
1, 3 munoe¢) tpebosarymsM HOPMATHBHOM NOKYMEHTAUMM NO HITOTOBJIEHMIO M KOHTPOIIO
IIpeTApaTa, a TAKKe WHOTPYKIHK 1o npuveresyro (B JITT-003511-21 1020).

VKasanuel B HACTOAMEM CepTHdUKATE TOBAp COOTBETCIBYET MO KauecTBy NeHCTBYIONMM B
Poccuy CTAHIAPTAM, TEXHUIECKAM YCIOBHAM 3aKas-Haps Ha SKCIOPT.
Baxumma buBax noanwo (Baiuuna RONUOMUEIUMHAA  NEPOPWIBRAA,

OCYXCUNCHIMHAR JCUBAA AIMMEHYUpOsarnan 1, 3 munoe) cepus M 5&2 %
XPAaHHITACH HA CKIaie FOTOBOH NPOAYKUHMH YUPEKUeHWs Ha 1 yposHe «XOMONOBOH HEIH» TIPH
Temepatype Muayc (20+2) °C:

TpasCcIOpTHPORAHKE B CHCTEME KXKOJIOJOBOH HENu» B COOTBETCTBHU © Canllan 3.3686-21
npé Temieparype ot 2,10 8 °C BriouMTENBHO.
B03MOXHO TPAHCHOPTUPOBAHHE Ha 1 i 2 YPOBHAX KXONOLOBOR Iemuny B Ipeleciax OT MUHYC 20 °C
1o 8 °C prmowurensuo. Ilpy TpaHCIIOPTHPOBARMK BAKIUMHE! B IIPeeNax 0T MUHYC 20 °C no 8.°C
BKIIOUHTENHHO JONYCKAETCS TIOBTOPHOE €6 3aMOpaXuBanHe N0 MuHyc 20 °C m muxe (Ha 2 ypoBHE
KKONONOBOH LETIAH).

Baxmpsa W3bATa CO CKiald roTOBOM IPONYKUWH YUPEKICHHS ¢ TeMICPaTypHOro pexuma
xpaseHus Mugyc (20=2) OC mis mocnenyronet TPAHCIOPTHPOBKA IPH TEMIIEpaType OT 2 o 8°C
BKIFOYATEIBHO,

3apenyiomui CKIagoM
FOTOBOH HPORYKIHH

PYKOBOI.[HTCJIE HAIPaBICHU O KadeoTBY
H MHHOBAUHOHHEBIM p&paGOTKaM




wtoiens,
e

mﬁﬂ!ﬁPAﬂLHOE E‘OCS’WC’I’EEHHOE ABTOHOMBOR HAYYHOE VIPRAEHHE

e «(txcncg:mwuﬁ Y e Y 1ECKIS APEHADITOD M, MIL Yysanona PAHE (Bieyuryr noanomuenms)
137218, 8 it Denst £ M mx*rcpr M AADILTE orpyr K {a, yasou Kp 0 KoM 2D, moparye 5, raw I L
gomMpavs No é i )
Bug: Cranxaproas sanoxuaevas fopma I Hassmnue: Hacnopr ! Dopyin Nz He N 06:06-000 f Bepenn: 66 ( 'C:rp, luz2
HACHIOPY Ne 124
BrBax nosxmo

(Baxnuia NONHOMUCTATHAY EpOpaNbHad NBYXBANCHTHAS, HUBAN aTTeHYUDOBAHHA 1, 3 Tunos)

{Bakuyna NOSBOMHSAKTHAR HEpOPANLEAS, ABYXBAN U THAY

Hara senrycra Hexabps 2025 1.
Z rope npu Tempeparype Musyc 20 °C u
. HEXE,
Homep cepuu 391 Cpox roxsoctn; ‘ 6 Mecsuer npx TeMneparype ot no 8°C
. . BIRITOUUTEITLHO
Obsem cepur, L. 25 090
KompgecTso yiakoBok: 2509
Konuyettro mom, Hi.: 10
Arrenyuponasusie mrammvsr Cabuna Bupycs monwoMuenura 1, 3 tanos:
TIpoussoncTReHESEH 1 zai~-L8e 2ab
mi - a 31— Leon 12a,b
HoMmepa cepuit paBouue TI0ceBHbIK:
Ton: 1 —808; i 3 - 951
HCHBITAHMS HPOBEARHEL IO HIL M-003511-200325; sam
Ne Hanmenosanne Toeh Pesyi )
wn noKazaTeNs petosanns B ESYARTHT UCHBITARIS
BaBar noius

pposaKias 1, 3 Tuior)

4RY usitrerna 1-ro ritaposmirieskore wiscea TV 9461-003-
§3426370-2012, TY 23.13,11-003~84209122-2018, TV
9461-002-53908805-2010, yrynopesHEn: PEsHHOBEIMHY
npobrarm («SHANDONG PHARMACEUTICAL GLASS
CO., LTD») 1 35a8amsioRanHEi KOIIANKIMH;
xoMSmmposaﬂﬂmu roeT P 51314-99,

Tlo 10 priaroHoB NOMEITAIOT B TENKY #3 KapTOHd

10. KOPOSOHOrY G HECTPYKIMEH 10 TIPUMEHEEHIO,

10 xprntex-ranensamy nommmepusts (no TV 9467-001-
35433824-2009) ¢ NPUHYHECENBHEN DTRATSIBEHHEM JUIs
(IAKOROS WL ABANOLHYHEIC TI0 KAYEOTBY B IaKeTs 13
HOAUMEPHEIX Marepranon. HeobXoauMos KONHIECTRO AUeR
n&x’capmua ¥ COOTBSTCTAYIOIES KOMRECTRD NARSTOL ©
KPBILLKEMH-RATSNBHAEME BRIGBIBAI0T B TPRHCAOPTRYIO
Tapy.

Orrecanue TIpogpausas KHZROCTS. 0T HENTORATO-KPACROTS Jo poadno- | [ipospaysas RUmKOCTs XKEITOBATO
1 METHOBOTD UBera 083 oeanKa ¥pacsoro uuera He3 0camKa
| HonnunpocTts ~Jomied Soirs TRIOCeuBGUIHOR i CONEPHATE :
ATTCHYREPOBRAEAIC MITAMME! BUPYCOR NOTUOMHASTETA TH l 3 CHIDKERHC THTPE COCTABRNO
i 3. 22351g
B : Torrp BaKIIHE! HOIDKSH CHIDATECK B IPUCYTCTBUM CMECH
CHIBOPOTOX JHATHOCIHYECKHK SHICDOBRPYCHETL
MOHOBANCHTHELS CYXMX JI8 PLakuup HEHTpansatiy sUpyca
’ monsoMuenura. 1 i 3-tumos ne Mener, wext va 2.0 . .
|2 TIpospasaocTh Tipospaunan xunxecss, He-fonee 3ranonal TIpoipasuan MunKOTts, MEHee >Tanoua l
4 I{eernocts Bakuysa gomicia OaTh 07 K EITOBATOKPACHOTD: IKeRTOBATO-KPACHOXD:
N 210 POZOBO-MATHHOBOS UBTA HBETR
5. Vizpnexaemsil oGkem | HE MeHee HOMURATEROTO (2 M) He Mexes HOMUEANEHOT0 (2 M)
5. pH 6,8~72 6,9
9. | Crepunssocts Tlormira B5its CTepRTBHOYE ‘Creprnsia
Cremmiracckas Jlomina coneprars & omuok nprsaEouro zode (0,2 M) R
! UE jfoun 1= 105
R, | arrHBEOCT vndexumorssns emssm (ME) supyea (TLU so) se Menes:. VI frir 37 = 1059
Tunt 1 1056 pun 3 — 1058
Tepmocrabunsrocts | Homxna Guits Tepmoctabisia. THIp BHpYCa HE ZOMmkeN Pegynerar nocse nporpenanys pu 37 °Cos
. . crwkaTsex Golies dem Ha 0,5 Ignocne nporpenais TEYeHHE 48 9 BCPABHCHAR C XOHTPONEHEIN
8. savryes upy 37 °C ¥ revenne 48 B cpasHenua ¢ ofpasuom — 0,19 1g
i KOHTPORBHEM DOPazo )
YTAKOBKE Tio:2 M (10 203) B0 Pnaxorax P-4R-cl-HCH (coxpanesno o 2 pnr (10-163) 80 Praxonax S-4R-cl-HCL

(Coxpateso  4R)  wz ‘crexma  loro
ranpomwaeckore  knacea TV 23.13.11-
003-84299122-2018, yRYTIOpERHBIX
peansopsmde  npobramu  («SHANDONG
PMRMACEU‘T’ICAL GL:—’«S& *Q\qk LTDw)

5% bz\'

@mqimu
METEPUANOB.




o OEREPANILROE TOCYIAPCTBEHHOE AMOIIOVIHO!Z HAVHROE YRPEKHENKE
P BYT TRy BT ey 1 paIpAGOTRIS bty SPRCRIC ApenapaTos s ML Yymaxona PARD (HHcrions noAHOMEeTE)
117218, Poceniicsas oger M , witrep.s. M reuiikoxpyr Ko oK 04 0M. 29, Ropirye 5, yoor 3, nosenicie I
oty Ne 6
Bup: Cranapraasiaanonuisessast dopsa | Hadeaue: Thacnopt Dogset Ne: He e 06-06-000 | Bepeua: 06 | Cip. 2u32
0
i\;;! Hgaeuiniine Tpubosarun B PeaynyTaT acasiTanus
NORITATENS . . &
Mapxuposka Ha neppuvnol yrakonie (arukerre (naxoua) yrazsinawr: | Ha  nepewsnoit  yoakoske:  {(ormiere
COXPAIEHHOE HARMEHOBAMYE TIPUH3BOAKTEN WaCpKaTens | (raxkoya) YKA3EHO: COXpAIMSHHOS
PV, crpasa; coXpamesROc HaMeHoBauNe npenapara BuBak | manMeHOBanHHC NPOUIBOIUTEIT )
TIOMHO, NEKAPCTREHIYIO QOPMY, HOMED Cepum, JaTY wepwarens PY, cipads, corpaliignsoe
BLITYCKa, CPOKTOAROCTI 1 YCIORMA XPAHEHHUS, KOMMECTRO | HapMeHoBanne mpenapara BuBak momdo,
203 ® M Bo (uraxone, 05beM 018 1036t Jickaporernan HopMa, BOMOP Cepui; JaTa
Ha mropuynoil voaronxe {KapToRHON TasKe) YRASHIBHOT: BLRIYCRS, OPOR  CONHOUTH K YCIOBHA
NONHOE K COXPAIISHROL. HAWMEROBANKE NHOM3BOIMTENS 1 XPEHCHMA, KOMMHECIBO [O3 W MA B3O
mepaarenz PY, Crpany, opuimdeciull agpec, Toprosos indkone, 0FLEM ONEGE HO3BL ;
HAMMEROBAHHG NPENAPATE, IPYNIUPOROYHOe Hanverogauue, | Ha, _sropuunoli  ynaxoske . (KkapTonsoi
HEKaperBEHHYIO QOPMY, COCTAB Ha HAGKRE). YXA3AHO! NONHOE ¥ COKPAUIEHHOE
1 HO3y ©YRARHHSM HASBOHHA 1 KOAMHeCTRa NOHCTRYIOMmErD | HauMeHOBARKE NPOUIROMATEIS u
BELISCTHA K NEPEYHS RCIIOMOTATEABHEIX BRIISCTH, aepxarens  PY, orpags, I0pHAHMECKHR
KONBYecTat (RakoHos; KOTUUEsTEO 403 BO BIOPUNHOK appec, TOPro30e HAMMCHOBAHHS NPENapaTa,
YTIAKOBKE, KONHIECTRO ML ZIO3 B0 TPYRORPOBOYHOE HAMMERORANKE,
riaxoue, ofsem DAHON JOSBI, HOMED CCPHM, JATY BLIIYCKE, nekapoTRensan iopma; coctas Ha 1 Kosy ¢
11. cepuitiuit Homep, GTIN, KouTponbuslt MAeHIAQUKAAORNE | ‘YRasauuen — wazpaMus M KONHUECTSA
suax (KHM3), cpor roanocIH ¥ YOIOBNS Xpassans, HoMep JEMCTEYIOMere:  BEIMeCTRa M NEpedMHH
DELHCIPRIMOMEOTO YACCTOBEPEHIA, ITPUXOROH-K0on EAN, BEIOMOTATEASHEIX  BEU[ECTE, KOMMYLCTRO
CHIHANBSYIO TIONOCY KPACKOCO 1BETE, NPSAYNDENHTEAREYRY GNAKOHOB, KOAMMECTBO A0 BO BTOPHUHOA
HAIXMCE: «XPARITE B HOAOCEYINTONM U1t nerell MecTen, YHAKOBKE, KONHYECTRO M M O3 RO
YCIOBYMA OTITYCKA: (iraxone, o6pem ORHOH KO3KY, HOMED CCPHH,
«JEast neveGHO-IpodUIAKTURECKIN YUpeRuerubin, Rox HeTa. BRnycKks, cepeiusi womep, GTIN,
YHAROBKH, KOHTPORBHBH MACRTHOHKAMOHBEH 3HaK
(KH3), cpex TOAHOCTY K YOROBUS XpaCHu,
HOMEP PerHCIPALIONHOTO YAOCTOBEPERI,
mizpuxosoit-ror BAN, cursdnsHas monocd
KDACcHOTO  HBOTE,  RPeAYNpEmMICALHAs
wamnues: «Xpauurs B HOJOCTYRHOM DA
gereli mectew, venopws ormycxar «Iiim
NEReGRO-IPODINARTHICCKHX YADEKICHUIDS,
KOX YIAKOBKH.
BrBax noymuo (Bakiuka NONMOMUSTHTHAS IEODATHAY, NBYXBANCHTHAN, HHUBAA
SAKIOUEHME: arrenyuposayas 1. 3 Tumios) cepus Ne 321 coorsercraver Tpebosansv HI
(eovemmmpntyei cootm et et
JOI-003511-200325. mamenenmae No 1
i}
bl Gt
A8y peelIhh. 20287 Hawansash @%) gt
4 /7




