PA3SPEIIEHUE
Ha BBOX B rpaXAaHcKuil 06opot B Poceuiickoit Depepauny cepuy Wi NapTun
fpousseseHHoro B Poccnitckoit denepaniu uim BBO3HMOro B Poceniickyro ®enepanmio
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO npenapara

2 P006-00110-77/05403893 ot 24.06.2026

Breigano DepepansHoMy TOCYNapCTBEHHOMY aBTOHOMHOMY HayqHOMY yupexciennio "®enepanbHerii
Hay4HBIA UEHTp WcclnemoBaumii u PaspaboTky UMMYHOGHOMOrHYECKUX npenaparos uM. M.IT. Yymakora
PAH" (Mucturyr nosmomuenura), Pocenst, 117218, r. Mocksa, BH.Tep.T. MyHULMNaNbHEIN oKkpyr KoTnosxa,
yi. Kpxkanosckoro, 1, 29, k. 5, atax 3, oM. I, kom. Ne 6, UHH: 7751023847,
(naumeHoBaHue IOPUINYECKOro JIMLA, PUANYECKHT anpec, MHH)
DenepanbHast cryx0a mo Hagsopy B chepe SAPABOOXPAHEHHS HA OCHOBAHHHM 3aAKJIIOYCHHS
Henprratensroit nabopaTopun MocKkoBCcKoi nabopaTOPHH KOHTPOIISt KAYECTBa JIEKapCTBEHHEIX CPEJICTB
OT'BY "UMIIDYAOCMIT" Pocanpasramzopa
(HaumenoBanue denepansroro FOCYAapCTBEHHOTO BIOMKETHOrO YUPEXIeHHS)
or _18.06.2026 Ne 1041J1K-11/26 paspewiaer BBOJ B rpakaaHCcKuii oGopor
(nara) (HOMep)
B Poccuitckoit Denepanun HMMYHOOHOJIOrH4ecKoro JIEKAPCTBEHHOTr0 Npenapara
Bakuuna antupaGuueckas KyIbTYpanbHas KOHIEHTPHPOBAHHAS OYHIIEHHAS
MHAKTHUBUPOBAHHAS CyXas
(Toprosoe HauMeHoBaHwe)
Bakuuna st npodunaxtuu Gemencrea
(MexnyHApOXHOE HENATEHTOBAHHOE HANMOHOBANIG (rpyrmmpoBouHoe MK XuMHUECKoe)
NTHO(HUIU3AT JUIS NPUTOTOReHYS PpacTBoOpa IS BHYTPUMEINIEYHOTO BBEAEHHS 1 Mu1/103a (1 noza) -
aMIynsl (5 LWT.) - NaYKK KAPTOHHEIE /B KOMILIEKTe ¢ pacteopurenem (amnynst) | Miu-5 wr./ -
Anst Jie4eOHO-TIpOPUIaKTHYEC KX YUpEIKIEHHMI
(popma BeImycka (c YKA3aHHEM NIEKapCTBEHHOHN (OpMBI, JO3MPOBKH, (acorku) u xonuuecTso B YIaKoBKe)

cepuu 531 (cepms pactsopures 03 1) ., oGbem cepun win naprun - 2526 y
(xomuyecTBo
YIaKOBOK)

(Homep cepyn)

rogen no 04,2028
(cpox roasocTH)
npoussojacTBa PenepansHoro FOCYapCTBEHHOTO ABTOHOMHOIO HAay4YHOrQ yapexaenus "denepansHerit
HAayYHBIH LEHTP WCCNEeHOBaHMA ¥ paspaboTKH MMMYHOBHONIOTHYECKHX upernaparos um. M.IT. Uymaxona
PAH" (Mucturyr nomuomuenura) (OrAHY "OHLIUPUIT mv. MIL Yymakosa PAH" (Mucturyr
nonnomuennura)), Pocens, r. Mocksa, BH.TEP.I. MyHHIHMAIBHBIN OKpYT DuIHMOHKOBCKHH, T, Hrucruryra
[onuomuenura, 1. 8, cTp. 23 (nponsBoauTes (roToBONt JID), nepeuunas ynakoska), crp. 23A (BropuuHas
YnakoBka), ctp. 4 (BEImycKarouuit KOHTPOJIb KAYeCTBa).
(HanMeHOBaNHE 1 afipec NPOM3BOANTENS (¢ ykasanmem cranuit npoussoacTra)
Perucrpanuonnoe yaocrosepenue Ne P N002816/01 ot 30.04.2008.
Hep €JIb PEerHCTPAUNOHHOr0 yhaocTosepeHust ®dexnepasnsHoe FOCYIAPCTBEHHOE aBTOHOMHOE
: io« ;‘@%)MCHHe "®enepansuprii Hay4HBIX  UEHTp  uWccnenoBaHudl  u paspaboTku
&AM HORIMECKHX Mpenapato um. M.IT, Yymakosa PAH" (MuctuyT nonmomuennra) (GrAHY
/" OHLIPHIT sk

h AFNGies
7 L y : e
-/ BH.T;pg*,\\')ﬁmnﬁm HILHBIH OKpyr KoTyoBka, yi. Kpoxmkarosckoro, 1. 29, x 5,9
RV i

L. Yymakosa PAH" (Uucruryr MOJIMOMHUETHTA)), P%g?ﬁsx,w M72 [ 8.
(HanmenoBanue, apec)
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Reiicrontencn ¢ 10.06.2026 mo 030972027

Pocanpasranzopa




HNoY

OEAEPAJILHOE FOCYIAPCTBEHHOE ABTOHOMHOE HA

YUHOE YUPEWIEIHE

«dvegepaabbLL waywmGE newrp weexeonamt i puapaliotok untaynofinonorueckin npenapatow s, M.IL Yysaxooa PAU» (Hueriery nomosisentery)
P 117218, Poccuiickan Menepauns, r Mockna, nuivep.r, Mymuumanuitii uxpys Kotnoosa, ymint Kpsigianoscroro, iom 29, kopnye , ava 3, noemenee I,
1comara No 6 )
Buj: Crangapruan sanonuneman gopaa [ Hazuiune: Macnopt L ] Mopya Ne; ITe Ne 12-06-000 | Bepenn; 01[ Crp. 1132
OACIOPT Ne I<F-

BAKIUHA AHTUPABUYECKAS KYJIbTYPAJIBHASI KOHUEHTPUPOBAHHASI OUNIIEHHAS

WHAKTHBHUPOBAHHAS CYXAS],

JHOPUAHIAT QI NPUTOTOBJICIHHSI PACTBOPA IS BHYTPHMBILIEYHOT0 BBE,

ACHH S

ara BeInycka (BaKiuHa); Aﬁpe.m; 2026
‘ TCogen mo (BakupHa): Anpens 2028
Howmep cepuu (BakuuHa): 531 O6sem cepuy (BaKLUHa): 12 630

Konuuectso nos: Oona

TTpou3BONCTBEHHEIN UTaMM

ATTEHYHPOBAHHEIH WTAMM (DMKCHPOBAHHOTO BHpYCA

Bewiencrna-«Brykono-32»; nenoaut Ne 463/84 v

O(HUHMATKEHOR KOMNCKLMI TIPONIBOACTRENHBIX WTamMon supycon GI'YH «IHUCK um. JT.A. Tapacesutan

Pocnotpebuanzopa. PaGouuit nocesuol-pupyc Ne 33
Jata Brimycia (pACTBOPUTEND): Degpany 2026
Hopsp eepuy 031 Topen 10 (pacTBopuTeNs); ° Degpann 2030
(pacTBopuTeNs): il P - S
O0sem cepuu (pacTBOPHUTEND): 12.630
KonuuecTso ynakosok: 2526
HCHBITAHUS IMPOBEJEHLI 1O I PN002816/01-281022, U3MEHEHHE No1
Ne Haumenosaiine
i fibRAGaTEIs Tpetosanua H ‘ PeaynanraT wensiTanmus
Baxuuna antupabudeckast KyJIpTypalibHas KOHLEHTPUPOBAHHAS OUHILEHHAS HHAKTUBMPOBAHHAs cyxas, cepusi No 531
Onucanue [Topucras Macca Genoro 1seta, rurpockonuuna Hopucman macca 6enozo yeema, 2uzpockoninna
Boccranonnenusii npenapar — npospatiHli ik ciabo ’ e _ o
1. Boccmanoenennutit npenapant — npospaunsiii
N ONAIECUMPYIOWHH PACTBOpP OT 6ECBETHOrO 10 CRETNO-. ded LT DAGhD
JKENTOro UBETa : Al
TTomMHHOCTE Bakuuita JoiHa BLISLIBATE CICLM(DHUCCKUR Bakyuna euizsigaent cneyuiuneckuii
2. HMMYHHTET K BUPYCY GCUISHCTHA MIPK HMMYHI3aINY uMMyHuTIem K supycy detiiencmaa npu
Mulueh UAMYHU3QUIY Muitied
Bpems pacrsopenist | JomkHa NONHOCTLIO PACTBOPATLCA B TEHEHHE S MIK
3. npu BHCCEHUK | MiT pacTBopuTens (Boxa s 2 mun
HHLEKLKI). HA OAHY 103Y BAKLUHHLL
[Ipoapauras unu cnabo onanecuupyIowas K AKOCTh, S .
4, ITpo3pauHocTs 1t Boyes Fgrons ] Mcuge amagnona I
5. | [serHocTs He Gonee stanona Y4 Meree snianona Y,
6 Mexariecicde JHomiua Beiepxusate TpeGoBarms Buioeporcusnen.mpebosaniu
| BrmiouenHnn PG P PG .mp
7. pH pacteopa 7,2-78 7,3
ToTepst B Macee npu :
. Ie Gonee 2,0 % 9
8 BBICYILHBAHAY cane 1,3 %
Ans6ymuH Gbrauit
9. | ceiBOpOTOUHEIT He Gonee 0,5 mr's [ nose Menee 0,5 mrz a I 0ose
(BCA)
10. | Crepunsrocts Honstra Gbrrs crepuaAsHON Cmepunona
11. | IuporexrocTs JomkHa Guirs anuporednak Anapozenna
AHomaneHan .
. 0JOKHE GLITE HETOKCUHHOH '
L2. | roxcumpvgrs Fomi > HYPORCATH Hemorcnuna
13 Crennduueckasn Bakuuna He J0/KHA COACPIATE HUBOH BHPYC Musoii eupyc bewencmen.
* | 6ezonacHocTn Geuwrererna ameymemeyem
Coeruduueckas 4 .
3 ] He meiiee 2,5 Mexnynapoausix Equaur (ME) 51 noae | ; ;
14 AKTHBHOCTE ciyHapoHbIx Enunnn (ME) 51 1 - 3,3 ME/do3a
PacTBopuTens BaKUuHb aHTHPAGHUECKOH KyNBTYPATEHON KOHIEHTPUPOREAHHOM OUHIEHHOM MHAKTHBIPOBAHHOH
CYXOH ~ BOAa JUIst HEBbeKxuuH, cepus No 031
Becupertas Mpo3pavnan XXUAKOCTh 6e3 3anaxa Ee(:qg'ent”aﬂ np‘ggpaq”{m J)ICH()KOC”UJ
Oe3 3anaxa
TIpH NOABNEHUH KENTOrO OKPALIRBAHMS OHO JIOKHO ) ¢
HM3MEHUTECH Ha Kpacioe oT npubasnenns He Gonee: 0,1 Hamenenue scennozo okpauma{muﬂ na
wmi0,01M pacroopa Hatpus ruapoxcuna. Tlpu KpdcHOe oYt u Gaaeitan 0.1 11;!1 0 0 1
TIOABACHAH KPACHOTO OKPAUIMBAHKS OHO JOTIKHO P ) 4 ik
M3MCHUTECA Ha WENTOE-0T npubanienins e Gonee 0;15 M pacnieopa nampun 2udporcuda
w1 0,01M pacrpopa XJI0puCTOBONOPOLHOM KHCIOTE!
He Gonee 25 MxCulem 4,7 MrCM/em
He Gonee 0,001 % 0,0003 %
P03080¢ OKPALHBAHHUC FOTKHO COXPAHATECA Oxpawugane coxpaniemesn




PEAEPANILIOE 'OCYAAPCTBEHHOE ABTONOMIIOE HAYWHOL YUPENWCAEHHE

pacreopa (6¢3 (uonerosoro orrenxa)

= «Peaepaavioutii Hay it geiirp aceneiionaunii u paapaboTor umaryroGronorueckix npenapaton na. MIT. Hysakons PAHy (Hicturyr noanomuemira)

117218, Loceuitekas Deacpautit, r Mockna, suep,r. Myusuitaanunii oxpyr Korngoka, yaua Kpaumaonekoro, nom 29, wopnye.5, a7 3, nostewennc I,
Kontitata Na 6
Bup: C’rmmnb’rlmnnnnommemnn dopmay I Hmuéumqi ﬂﬁ‘cnopr | Dopsa No: e Ne 12-06-000 l Bepeiin: 02[ Crp. 2132
.BELleCcTBA

6. | Yrnepoga guokcun He nonkuo G6iTs. noMyTHEHUA 6 Teuenme | ¥ omymuenue omcymemeyem

7. | Hutpatsr u uutputst | He Gosce 0,00002 % (0,2 ppm) Menee 0,00002 % (0,2 ppm)

8. | Ammonnit He Gonee 0,00002 % (0,2 ppm) Menee 0,00002 % (0,2 ppm)

9. | Xnopugs He nomiio Obits onanecuetiuu Onmecuéuuwz omeymemeayem

10. | Cyms batt Eot;f:c};;lxéc MeHee | Y ne IomKHO HaGRIoKaTLCH II'omymneHue omeymemayent

11. | Kanbumit u marumii Homicio HaGmopnarses HeTo cuee OKpauiHBaHue Cunee OKpaugeanue

(6ea huonemocozo ommenia)

L2

Troxensie Metanst He 6oriee 0,00001 % (0,1 ppn)

Mencee 0,00001 % (0,1 ppm)

Baxtepuansusie -
. Menee 0,25 ED/mn g y
13 IHIOTOKCHHDL i Menee 0,25 E3/mn
14 Mexarrieckue Jonked BEeIUBETE TpeGonalius Buo 7] (7]
' | BRITIOYeHus . PHUBATE. TPEOOBANY; wloeparcucaem mpebogan.

15.

Uspnexaemslif o6nem | He selee nomunansioro (1 )

He nenee HOMURANGIL020

~ KOHYECTBOA03:00 KTOPHUNOI YIAKOBKE, KOAUYECTo0 403D amnyne.c
‘BaKittHol, 00ven | 20351 8 MA, KoMtecT O arnys o pactsopuTencm
20 DTOPIUHONK YRAKODKE # ro. afben b M b annync, itoMep cepuic i

| ATy BLINYCKA BAKUIUIEL, HOMEP cepuit it AaTY BRIMYCKA PACTRODITENS,
CPOK FoAl0CTIE KOMIUTEKTa (akusisa © pactooputencar) («Toaeir RO,
cepuitiisiit noaep, GTIN, kortponnubii nuenTHdukau QT 3uaKk
(KH3), ycnosus xpaueiia, (CTERHNBHOY, HOMED PLrHCTPILNONIIOTD
YAocTOBEpEIHA, WTPIX-KOM EAN; CHricuts1ty10 monocy kpaciioro
UBETD; MPEAYNPCAHTEABIULIC HAANKC: (B KOMILIEKTE ¢ PACTROPITENEN
* o aaa sinekuiiy, «ITpenapdr e conepnT KoiicepuanTop ii.
anTiiGioTikony, «Xpanires o NeAoCTYNHOM Ann aeTell Mecre)s,
«PacTBOPAT TONBKO TIPIAATBCMbIM PICTDOPITENEN D,
«3aMopaKuDAINe UE XONYCKISTCRY, YCROBILT ornycka ([lin neucGuo-
npodunakt yupexaenlt), Koa ynakosku,

(1 »mn)

16. | CrepunsHocts JoswreH GbiT CTEpPUIBHEIM Cmiepunen
Bakumna no, 1 pose (1 ) o amnysne (TY 9462-001-83426370-2012, | Busiuwa o | aose (1 Mn) b amMnyne ofuenmon 3 mn, 13 crexna 1-
TV 9462-001-84299122-2010) o6senom 3 M, M3 CTCKIA | o MMAPOMNTHMECKOro Knaccd,
I-ro riponimirieckora knacea, Pacroopirtens (voga ans sirnexunli) no | M b amnyne o6ueaion
Pactnopurens (nona ans wirnexuud) no 1 s s astnyne (TY 9462001~ | 3.nm, 13 crekna 1-ro ruaponwTiteckoro knacea.
83426370-2012, TY 9462-001-84299122-2010) oGnesmon 3 M, B3 | Bomywena o koMnaekre: 1 amnyna sakustis 5 1 annyna

1 7 ynakonxa cterna. 1-ro rigponTieckoro knacea, pacraopitrens. [TaTh KoMmIEKTOB B Nayie 113 KapToua
Brinycxkaior 8 kosnneire: 1 amayna nagiga u 1 aNnyna KOpoBauero ¢ HiCTPYKILIET no npikenemino,
pactoopirens, Ilars KoMmuiekTon B navke 53 Kaprona kopoGoanors ¢ AMAYNKL HMCIOT TONKY fu1n BCKPHITHA,
UHCTPYKUACTT.BO NDHALCHTIONO 1 110IKOM QMIYNBHLIN NpIT Bakwyrna cepinir Ne 33/ astiynena v komnnexre ¢

eni. [Tpirynaxa OMIYIT, HMEIOUAHR KONBLO HIN0Ma1E | pacToopiTencs cepuit Ne 03/
TOUKY LNA DCKPLITILA, HOK AMITYALULITE 11e DKNAMLIBAIOT
Tepahunan ynaxosxa: ’ Tepruynan ynakoska:
Ha omnketke dmnymet ©  pakuinofl  ykassipaior; cokpauientsoe | Ha omketke amnynsl ¢ nakimuofi ykasano: cokpaweititoe
TINMENOBANIC NPOMIBOJIILTENR 1t RepiNaTen (nanensua) PY, CTPaNY,. | HAHMTHODAMIUIE nponsoaMTend u aepwarens (snauensua) PY,
TOprosos s peTsentylo. (iopMy,  [03nposky, | cTpana, TOprapoe anmenomaie, aekapernenuan  Qopsa,
ROMUUCCTBO 403 B ‘aMnyne, ofbes 0ol ao1bt o M, HOMEP COPIH, | AO3MPORKE, KOMMECTIO 403 b suiyiic, 0Gues Onnoft Ao3Nt o ra,
Aary spinyeka, cpok roavoetic («Cogen no:n), HOMCP cepitit, Kata puinlycka, cpok roataeTi («Conett noy).
Ha smiketke asnynw ¢ pactsopritench yKashioaor cokpaineiinoe | Ha 3TikeTse. aMnyast ¢ PacTaopiTencs yKaaio: coxpautenioe
HairmeHosaMe NPONABOAITENA I Acpykatena (snanenua) BY, cTpauy, N npou: rens u aepwatena (snanensus) PY,
HamMenabatnie PACTOOPHTENR (pacToopierens crpana,. | pacTropuTeAn (PACTHOPHTENDL PAKKUHHGE
autnpabuieckoil  kynbTypannioii kouteHTpaponantofl oumuerntoll | anmipabivieckori KYATYpaaLiofi Koittieirtptiponanoii
Muaxrimiposalioil cyxoft sofs wia misexunti), o6teM n mn, Homep | ICHIOM HMAKTH TP li cyxoit soma ana invexkuufl),
Ceping, AaTy vinycka, cpok ropiectis («Concis mom), ofLeM O MR, HOMCP CepHM, LATA BAIAYCK, CPOK FOAHOGT
TODHYI NAKODKA: («Cogen o),

Ha nanke yeainiaior: noniiod # coky o Bropuunan ynakonka:
PORIBOAWTEASR It AcpxaTenn (bragensia) PY, ctpaity, iopimuseckid Ha navke ykasaio: nonsoe 1 coxg DDING
ANpCC; TOPronoe HAUMCHODANMNE, FPYNAHPOBOMHOE (AUMELOBAIE, ‘npa TeA 3 pepreatenn (o ) PY, crpaiia,
ACKapeTaeyto dophy, RO3tpoKy, cocTas ima 1 A3y ¢ yicasatisen IOPHANYIECK I 2APEC, TOPromoe HalMenouaNHE,
HGIMCHODAKIA It KONICCTRA ACHCTEYIOIErO, RELICCT A i Nepeiln Pynsinp 1108 s pcrnenian dopma,

1 8 MapKHpOBKa DENOMOrATENLIILIX DEUICTTE, KOMIMEeETo0 AMITYIE € DAKLUHO,

A0IHPOBKa; COCTAD 1A 1 03y ¢ YKaIAMIEA HAUMCHOBAINA 1L
KO/HecTon AeiCTBYIOMEro seueeTa It nepesiia
DCrOMOTATENLILIX BEULECTD, KONHUCCTHO MAYN'C BAKIHHOI,
KOMHUCCTNO 103 BO DTOPH'(HOI YNAKGBKE, KOMICCTDO 203 b
amnyne ¢ pakumnol, 06nea | 20316 MA, KONMuCCTRO asayn ¢
PACTOOPANTENEM BO BTOPMUHON YRaKODKe 1 ero aGLeM b.an b
“AMTIYNC, HOMEP CEPHI 1 IATD DEIMTYCKA DAKUIHE, HOMEP. CEPIL It
AaTa suinycka PacTBOPHTENR, CPOK rOIOCTH KOMIUICKTA
(pariituia ¢ pacioopiitencar) («Toncn go:n), cepiitinti Honep,
GTIN, Konmponsusi it isenriduikatunonnii 3ax (KH3),
YENOBUR X[ 4 GCTCPHALUION, HHOMEP:PETHCTP ro
‘ymocrontpenun, wrpnx-kox EAN; curuansuas nonaca kpacioro
UBCTA; PEAYNPCAHTENBIKE HALMICH: (B KOMILIEKLE
pacTuopiTeney - 5oa ana niwekunity, «Ipenapar e copcpnT
KOIICEPUAIITOD JCAHTHENOTIKOBY, (X PANITL I HCAOCTYHIOM Win
nmﬂ.ucc‘re», «Pannopm TOIIB‘KO NpIIAracMmouim
PACTBOPHTENEM ), «3nuopam|namxc He Jxonyckacrcnn, YCRoBust
ornyeka ([ina ncueGuo-npodunaktinueckinx yupexaeiuit), ko
NakoBK(l,

n

Bakupna anrupaGuueckas KynsTypansHas KOHLEHTPUPOBAHHAS OYULIEHHAY WHAKTHBMPOBAHHASL

cyxas cepus Ne 531

B KOMIIIEKTE ¢ PACTBOPUTENEM ~ BORA Jiix MHBekuuit cepus Ne 031 — COOTBETCTBYIOT

xpeGosanuam HIT P N002816/01-281 622, HaMeHeHue Ne 1

/f{aqanmmc OKK:
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10881
B, g, IRy

Ton 495) M'%m%zixopuyc 1
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9'111 &:’p’v}‘n‘.m M Yyiaony Pl gy o
ik :’1: @e/zepaunx, 10pox Mocksg
bl0K OBy, octaog JIncrn'ryra Moastompe,
03 ira,
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