PA3SPEIIEHUE
Ha BBOJ B rpaxnanckuit o6opor B Poccuitckol @egepanuy cepuy wiv napTum
npousBeleHHOro B Poccuifckol denepanmy umy Bosumoro B Poceniickyo ®enepanyo
UMMYHOGUOIOrIYecKOro JIeKApCTBEeHHOTO IIperiaparta
Ne P006-00110-77/04432950 or 25.02.2026

Beinano QenepaisHOMY TOCYIaPCTECHHOMY ABTOHOMHOMY HaydHOMYy yupexienuio "®egepanssii
Hay9HEH HeHTp uecienosanni n paspaboriu ummyrobuonormyeckux tpenaparos um. MIL Yymakora
PAH" (Mucturyr nonwomwenura), Poccus, 117218, r. Mocksa, BH.TEP.L. MYBUIHNAILHEH OKPYT
Kotnoska, yn. Kpskwkanosckoro, a. 29, . 5, srax 3, nomer, 1, koM. Ne 6, MIHH: 7751023847,
(HaMMEHOBIHIC KOPUIUIECKOro NN, Iopuanyeckuit anpec, HHH)
DepepanbHas Cayx0a no Haa3opy B cdepe 3APABOCXPAHEHNA Ha OCHOBAHNN 3AKIIOYEHUH
Memermatensaolt naboparopun Mocexosexoil nmafopaTopuu KOHTPONS Ka¥ECTBE JOKAPCTBEHERIX
cpencrs OI'BY "MMIIBVAOCMIT" Pocsapasuansopa
(nanmenoBanne QEHEPATEHONO FOCY HAPCTBEHHOTO BIOMKETHOrO YUPEKISHI)
or 18.02.2026 Ne 64IIK-11/26 paspemraer BBOJ B rpamaanckuii o6opor
(nara) (uomep)
B Poceniicxoli @egepanuy AMMyHOGHONOIHHIECKOrD JEKAPCTREHHOTO HpenapaTa
BruBax nonuo (Baxinya NOIHOMUCINTHAS IepOpabHad, JBYXBATCHTHAS, KUBAL
arrepyuposanias 1, 3 tumos)
(ToproBoe HAXMEHOBAHKE)
Bakmusa ms npodrirakTaky NoMOMIenmra
(MeEK Ty HAPOLHOE HEATeHTOBANHOS HaMeHOBarue (TPYIIIHPOBOYHOE MM XIMHIECKOS)
pacTEop M mpuema BEYTpE 0.2 Miv/nosa 2 mu (10 xos) - dnaxors: (10 wt.) -
TIE9KH KAPTOHHKIE - UL NeUeCHO-IpOGIIaKTHEECKAX YIPEKAEHIA
(bopma BBITYCKA (C YKA3AHKEM JeKAPCTREHHON (BOPMS!, IOBHPOBKY, PACOBKH) H KONMHECTEO B YIIAKOBKE)

cepuu 322 , O0bem cepum wa mapran 2464 i
(nomep cepuun) (KoNuMvEcTRO YIAkOBOK)
ropen no  01.2028 N
{cpox rOHOCTH)

npouzeoncTea  PeNepampHOTO  TOCYM@PCTBEHHOIO — ABTOHOMHOTO  BAyUHOIO  YUPEXICHMA
"DeneparbEEI HayHE NEHTp WccTenoBarui ¥ paspaGoTKe HMMyROOHOIOTHICCKAX IPENApaTOR
. MLIT. Yymaxosa PAH" (MacmatyT nonmuomuenmra) (OTAHY "OHITAPUIT mv. MLIT. Hymakosa
PAH" (MmcrteTyT noimoMmuenuta)), Poccus, r. Mocksa, BH.TEp.r: MYHHUANATBHEH OKpYT
dumamonkosckait, 1. Waeruryra Homsommenura, 1. 8, cip. 9 (npomsgomurems (rotopoi JID));
crp. 23 (mepsuuHas YOaxkopka); ¢rp. 23A (BropuuHas YIAKoBKa); CIp. 4 (BBULYCKAOMIMA KOHTPOIE
KAYEeCTRA).

(HauMEHOBARNE M AXPEC NPOMSBOMITEN (¢ YKasaHUeM cTatult IpoUsBOACTRE)
Peructpauuonuoe yxocrosepenne Ne JIIT-003511 ot 18.03.2016.
Hepxarens pPerucTPANHOHAOre yHocToBepenrst (elepaisHOe TOCYAAPCTBCHHOC ABTOHOMHOE
HayuHoe  yupesciemue "MenepansHed  HaySHBIA  LEHTp  MCONemoBamMi @ paspaboTKH
Hmmyﬂoononormecxm npenapatos wv. MITL f{ymaxoxa PAH" (Hﬁcm'ryr nomfzomrenma) ((DI“AHV

JOKYMEHT JIOMIIHCAR |
EKTPOHHON IIOIIHHCBl@

3aMeCTUTEIS PYKOBOIUTEIS Copragusar 42D1B24ADEIBBD13BD1263FE2CCBCRY
; & Brageney Hapxosenwo Juurrpuit Beesoroxoruy
Pocsapasransopa Heficrantenca £ 07.04.2025 1o 01.07.2026
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MHHHUCTEPCTBO HAVKH M BHICIIEIO OBPA3OBAHUS POCCUMCKON DEJEPALIMHA

OEJEPAJIBHOE FOCYJAPCTBEHHOE ABTOHOMHOE HAVYHOE YUYPEXIEHHWE

«DenepanpHbii HAYIHBIH HEHTP HCCACXOBAHIE
¥ pa3paboTn UMMYHOGHOIOTHIECKHX NPENAPATOR
M. MLIL Yymaxosa PAH»
(OTAHY «DHIIPUTL siv. MLIL. Yymaxosa PAH» (MucruryT nosmomuennra))

nocsnok Uneruryra MonnoMuennta, 2om 8, KOPNYC 1, BH.TCD.L. MyHRUHTATHEH ORPYI DAUTUMONKOBCKHH,
ropost Mocksa, 108819
Ten. (495) 8419002, Paxc (495) 5496760, E-mail: sue _polio@chumakovs.su, www.chumakavs.ru
OKITO 01895045, OTPH 1167746624847, WHEVKIIL 7751023847/772701001

CEPTUOUKAT IMPOUCXOXIEHIA IIPEIIAPATA
Hawumenoranwe npenapara: BuBax nonuo (Baxyuna ROSTUOMUETUNIHAS, NEPOPATBHAS,
dsyxeanermnan scusas ammenyuposannas 1, 3 munoe)

9 4

Cepma Ne 5 oia‘ﬁ
Hara semyexa: _ (04 A0 56
Cpox rogrocTy: 2 roxa npy Temueparype muaye 20 °C u mmxe,

6 Mecanes npu Temueparype ot 2 10 8 °C sxmownTensao

[IpousBORMTENE HOLTBEPKIEET COOTEETCTRIES Kavectna pakupus buBax nonuo (Baxuuna
ROTHOMUENUMHNAS, HEPOPUILHAS, OGYXCANCHMHAA NCUBNS GHINEHYUPOGAHHAR

1, 3 munog) rtpeSomammsmv HOPMATHRHON NOKYMEHTANME YO MITOTOBICHEHIO H KOHTPOIO
npenapara, & Takke HHCTPYKIEK o mpuMeneruro (HII JIII-003511-211020).

YxasasHp# B HACTOMIIEM CepTH(HKATE TOBAP COOTBETCIBYET IO KAYeCTBY NEHCTRYIOMIAM B
Pocenn cTanmapTam, TEXHEYECKAM YCIOBAAM 3aKa3-HapAN Ha KCIOPT.

Baxunwa BuBax nonue (Baxuuna  HOMUOMUCHUMBAA — REPOPUNGHASA,
DeyxewreHmnan Jicuean ammenyuposannan 1, 3 munos) cepus Ne X7 L
XPAHMNACch Ha CKJIANE TOTOBOH DPORYKUMM YYPEexIeHHd Ha 1 YPOBHE KXONONOBOM NEenHy Hpu
Temueparype Muayc (20+2) °C.

TparcropTHpORAHTE B CHCTEME «XONOAOBON Lemn» B coornercrauy ¢ Canllun 3.3686-21

np# Temiteparype ot 2 1o 8 'C sxmoguensHo.
Bo3MOKHO TpaHCIOpTHpoBaHKe Ha 1 ¥ 2 YPOBEAX «XONONOBOY Henm» B npenenax ot Mawye 20 °C
xo 8 °C mounTemsro. [Ipr TPAHCIOPTUPOBAHAY BAKIMHEL B Ipenetax ot Muxyc 20 °C xo 8 °C
BKIOYATSIIBHO JOIYCKAETCS IOBTOPHOE e¢ 3amopmiusanue 1o munyc 20 °C u mwxe (wa 2 ypopse
«XONOLOBOH LEIHy).

Bakmara u3Bg7Ta €O CKIANA TOTOBOM NPONYKIMA YHUPSKIEHUS ¢ TEMIEPATYPHOIO PEXHMa
Xpapenus Munyc (20+2) °C ans mocnexyomest TpaHCIOPTHPOBKH NP TeMueparype ot 2 1o 8 °C
BRIIFOYUTEILHO.

3asenyromuit crraAnoM
TOTOBOH TPOLYKIMK
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HCILITAHTS NPOBEAEHEL IO HIT JITT-003511-200305. nomenere Ne 1
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Ne Haumenosanue ; ; ;
wht wokaanin Tpebosanus B Fezyauyar venuranus
. BuBax nomio
{Baxumus BONNONMeITTHAS TePOPANbHAS, ABYXDaNeHTHAR, JKusas aTTenynposannis 1,3 THNOB)
Orricanue Hpospa'mas FUIKOCTE OT HENTORATO-KPACHOrO 20 pososo- | HIpospadnan WIIKOCTE KEATORETO~
L NAHROROTO NBeTa Ge pramka Xpacorosgera Gés ocanxa
Tloxnansocts Hosmsma Grirs THIOCHCIMGHIRON H COREPRATS - .
BTTCHYHPOBAHRBIC MITAMMEL BRPYCOB. NONHOMMEIMTS iy Ty CHIKCHIE THIPE COCTABHI0
Tart 3, / >2.501g
2. THIP BARINESLHOINGH CHIDKATECH B IPHCYTCTRIHA CHECH ?
CHIBOPOTOK AHAPHOCTHYECKUX SRIGPOHPYCHEN
MOHORANCHTHEX CYXPH 25 peaku Haﬁ'rpaﬂmaums BUpyCA
niosmoMeemra 1 1 3-1inos. ge Mekce, wer ga 2,0 Ig v . .
3, | Hpospagrocrs Tlpospassds sunxacrs, He GoNee sTanoRa JIpospaytan XuuKoCTs, MEHOE STAN0NA. |
4 LeersovTs Baxuyma nesmsaz Grrrs 0T KSITOBETO-KPACHOr0 Heénroparo-xpacroro
i O POSOBO-MAIMEOROTS HBETA Cusera
5. | Vissrmexaemsii obsen | Hewmescs sovmsansoro (250) Hemenee uomvuamsroro (2.mn)
6. | pH 6872 7.0
| 7. | Crepumsuocts Homina Gprrs czeprasuoi Crepunsna
Crenudrzeckax Jomicaa conepxaTs B OXE0N npmsxsouﬂon 2056 (0,2 01k HE four =1 gm
8. AKTUBHOCTH ﬁiﬁ%ﬁgﬂm e;iﬂl%gﬁ@iﬁ) BUpyca (TEs0) wie mehess: o R fopy 3= 1055%
Tepmocrabrmrocts | Homwxua Guirs TepMoctabrmra. THrp Bupyca He HomKeH Pegynsrar Hocie: nporpesanus npu 37 °C »
‘ . cHIRaTRCH BoneeaeM w2 0,5 lg wocne nporpesahmst | Tedenue 484 B CPASHENNE © KOHTRONBHEIM
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1pican («SHANDONG PHARMACEUTICAL GLASS
CO; LT w3asansonaHRE KORNAHKaMHY,
xombunrporaursMy FOCT P 513 14-99, -
o 10 $raxomos NOMEMAOT B HATKY H3 KAPEOHA =991
10. | KOPOBEHROTO ¢ HHCTPYKUMEH 110 IPUMCHORIIO, o 10 @moaa& 3;1 fnamm ‘u3 mp:cok@ 8

10 xpgimiek-kanenssun norameprst (rio TS 9467-001+ ;

5 35433824»—’1009) O TPURY ARTENBHEN OTKanbizanuen g’

DHAKGHOB WP QEANOFRNEETE 0 Kayse BY B NAKSTE B3
TOMEMEPREX MATSPHENOB. Heolxopmoe KomHecTno nansi
H3 KAPTONE M COOTBETCTRYICING S KONWHECTEO TAKEXOR ¢

Rpmmcmm—xanesmmmamn BEAABIBAKIC & 'L’pEHGIIOP’ny!O

Tapy.

KOpOGIIHONG : 10+
mowvenpio.  f o] Y i
10 prrmcm«auca‘xsﬁ?m HomMEpHER] {10
¥ 94s7~ooi~3§43m4~20e93 ©

AN
Qmamhos B nax@m-\m NGAHMEPHEIX,
‘ S

QPHEY IMTeIBHEIM Qmaxrmsaﬂncm




WENRPALHOE FOCYHAPCTREHHOE ABYOROMHOE HAVHHOE Wmﬁﬁ

.
ERE | (Weneprasiii mymmi‘mmrp x:ccnenoammlfx(pmp&bom IMMYISOBITGAOIPTECkR QpEnApaTon k. MUTL Yy CPAHY Purnoys e ORI
117218, Paceari 1 M 5 BILTCPAL Myinmnnaitsamnii sxpycRarn e K 0, Rost. 2, wopmyc s, aras 3, oy 1,
wonsitara ke &
B Craumaproas samosunemandiopsa | Haznanm:»nacmpr | mopmm e N:06-06-000 | Bepous: 06 [ Crp. 2m32
Ne Hanmerosauge :
sy SESATANY ‘ Tpebosanns ¥ ?933’..!%73- HCHBITAHMS. N
Mapruposxa Hanéppuunolt ynaxopie (STukerke Grarona) yrasLmanT: Ha__neomwysoi gaxonke.  (3rHkerke
COKPANISHROE HAUMEROBAYUT BPOUYBOIATENA M AEPRATENR (inakona) VRESAHOY COKPRICHHOE
PY, crpane, Coxpalientoe naxmenosanye nperapara BuBax, | mamMenonanas TPOHIBONHTEILL H
TOIHO, JCKAPCTHEHEYIO DOpMY, HOMED CepyH, JALY: Jeprarers PV, crpads, coxpani@rioc:
BEITYCKR, CPOK COAHOGTH 1 YC/IOBIT XPRHEHI, KONMMECTBO | HAAMEHOBARME wpenapara BrBax .nonmo,
H03 #omm o hraxoue, 00EeM omHOR 3L nexaperrennas HOpMe; HOMED CEpHH, 1aTA
Ha wropuynot-ynakopke (xaoToRKNON NAYKE) VKAIHIBAOT BRUTYCKR, CPOK TOHBOCIM ¥ YOJIOBMR
uommencoxpauxemoe HAMMEHOBANUES. POHSBOARTEIAL & XPAHSHUN, KONMUECTBO J03 ¥ MI BO
nepxarens DY, crpady, IOpHAXYECKHH anpec, TOProroe Jnaxone; afkem DAKOH KO3BL. .
‘HAKMCHOSAHAC HPENapaTe; TPYRNKpoBousce NanMexoniuue, | Ha  ryopuanont vwnaxosxe {(xapromuol
nexapersennyio.hopMy, cocTas Ha DEHKE) VKEAAHO: HONHOE W COKPAIEHEOY
1 103y © yxazaBHEM HA3BAHUT ¥ KOIHNYCCTRR NeHCTRYIOMEre | HAMMEROBEHUS TIPORIBOMATEIL u
SCOIECTRE U NEPCUHS BCHOMOTATENBRENE BEMLECTE, Nepmearens  PY, crpawa, iopumdueckuif
KORUSECTH0- (PNAROHOD, KOMHIECTRO 0T BO BIOPHIHOR AnPes, "TOProROe HAMMEHOBAHAE NpEnapars,
YHAKOBKE, KONMYRCIRG MILH 103 BO TPYNIHPOBOYHOE HAMMCHOBRHAL,
Praxone;, 06BN OHHOR KO3EL, HOMED COPHHM, NETY BLITYLKS, nexapornednan: gopMa, cocras a1 xoesy ¢
11. cepuiaeiit vowep, GTIN, kourponsusii WICHTH(DUKSIROMMENT | YRAIAMMEN:  Ha3BAEMA H  KORUNECTEA
srax (KI3), cpokrogRoets 1 YOORUS XPAHeH H, HONMED | neHerpyromery  BOISLTER M Depewds
PErUCTPALMONEON YROCTOBCReRAS, MTpRRoBOH-Kon EAN, BCIIOMOTRIONEHEIN  BCINECTB,  KOMHUELTBO
CHIHANBHYIO NONOGY RPACHOT0 BT, TPSAYIpEANICnbEYIO HAEKOHOB, KONMMECTRO A03 BO BLOPHIHOH
HanmHes: «Xpasuth 8 HEROCTYIHOM LK. ;m"c.wx MECTEY, YIAKORKE, KOMMMECTEO ML ¥ mO3 B0
YCHOBHS OTIYCKA: raxone, 0TBEM ORHON JOIBI, HOMED CEPHH,
«Hns neveBRO-UpOGIARTHECORHK YUpERACHAy, KoL AaTa Binyeka, cepulinsti womep, GTIN,
. YIEKOBKHL KOHIPOMBHS]  MASHTHQHKAUNORHNT | SHAK
' (KI3), cpoX TORHOCTH ¥ YCIOBHR XPAHCHUS,
HOMED PErHCTPAUMORNONO YHOCTOBEDEHUS,
wrprxopoli-kox EAN, CHrHaNsHA JON0CH
KPAcHOTO. BT,  OPCHYIPERMISEHEL
<HAROMCE! «XpawuTs B HEAOCIYNHOM I
neTeld mMectew, yemosumy owryesas s
e4sBH0-IpOHRIAKTHISOKUN. Wpexweaxﬁ:;
KOL YIAKOBKE.
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