PA3SPEIIEHUE
Ha BBO/l B TpaXnaHCKuH 060pot B Poccutickoit Genepanum cepun wiu TapTUH
TNpOM3BEIEHHOrO B Poccuiickoit Qenepaluy Wiy BBO3UMOTO B Poccuiickyro ®enepaunio

MMMYHOOUOIOrH4ECKOTO JIEKAPCTBEHHOrO TIpenapaTa
Ne P006-00110-77/01554673 ot 25.11.2024

Brinano ®enepanshomy FOCYLApCTBEHHOMY aBTOHOMHOMY HAyYHOMY y4pexaenmio "denepanbHbii
Hay4HBIA UEHTD MCCe10Batui 1 paspaboTku UMMYHOGHOMOTHIECKHX npenaparos uM. M.IT. Yymakcsa
PAH" (Mucturyr nomwommenura), Poccuss, 11721 8, r. MockBa, BH.TEpP.r. MYHHLMNANBHBIH OKpyr
Kornosxa, yi. Kpxwxasosekoro, 1. 29, x. 5, arax 3, nom. |, xom. Ne 6, UHH: 7751023847.
(Ha¥MeHOBaHHE IOPHAUYECKOrO THLE, topuanyeckui agpec, MHH)
@enepanbHas ciyxba mo Haa30py B cepe 30PaBOOXPAHEHUS HA OCHOBAHHM 3aK/II0YeHUs
MockoBeko#  ucnBITaTeNBbHOM naBopaTopur  KOHTPOINIA KayecTBa JIEKAPCTBEHHBIX cpeacts OI'BY
"MMIIBYAOCMIT" PocaapasHanzopa '
(naumeHoBaHKe (eNepPaNbHOTO TOCYIaPCTBEHHOIO BIOIKETHOIO YUDPeXKIEHHSA)
or 20.11.2024 Ne 2365IK-11/24 paspemaer BBoa B rpaxaaHckui o6opot
(nara) (uowmep)
B Poccniickoli ®exepanun uMMyno6uoI0rMIecKkoro JIEKAPCTBEHHOTO Ipenapara
Baxuuna antupabuueckas KynsTypanbHas KOHUEHTPUPOBAHHAA OUULLIECHHAS
YHaKTUBHpPOBaHHAs cyXas
(TOproBoe HaMMEHOBAHUE)
Baxuuna nis npodunaxruku 6emencrsa
(MC}K}."\VHﬁpORHOE HENIATEHTOBEAHHOE HAUMEHOBaHKE (rpynnuposeqaoe 281824 XHMH‘(SCKOE)
NUODUIM3AT ISt IPUTOTOBICHHS PACTBOPE NI BHYTPHUMBIUCHHOTO BBeAeHus | ma/zo3a (1 gosza) -
amnysiel (5 [T.) - NaYKy KAPTOHHBIE /B KOMIVIEKTE C pactsopuTenem (amryast) 1 miu-5 wr./ -
21 1e1e6HO-TIPODUITAKTHIECKUX YIPEKICHUH
(dopma BeITyCcKa (C ykasanueM ieKapcTBEHHON opMmel, 103MPOBKE, (HACOBKM) U KONHYECTBO B yNAKOBKe)
cepum 404 (cepus pactsoputens 233) , o6bem cepuu uIH naptam 2533

{KOnH4ECTBO
(uomep cepun)

YTaKOBOK)
roges o 09.2026
(cpox rogrocTH)
IPOU3BOACTBA DefepaibHOr0 roCYIAPCTBEHHOTO ABTOHOMHOTO HAY4HOTO yupexaenus "Qenepanbysiii
HaYYHBIH LEHTP HCCNeROBaHMH ¥ paspaboTKu MMMYHOBHOIOrHYECKHX npenaparos uMm. M.IT. Yymakosa
PAH" (Wuctutyr nomuomuenura) (O®rAHY "OHLIMPUIT um. ML Yymakosa PAH" (Hucruryr
nosroMuenura)), Poceus, r. Mockpa, nocencHue Mockosckuit, 1. MHcTuTYT2 nomuoMuesus : «48
(Bce cranuu, BRTIOYAs BHIMYCKAOLIMI KOHTPOITS KagecTsa). 577 0 W 10877053
(ramMeHOBaHYE ¥ aZIpec TPOU3BOAKTES (C yKasaHHEM CTAIN nponssozmsé?’:sy -
Perucrpaunonnoe yrocrosepenne Ne P N002816/01 or 30.04.2008. 15/ e
HepxaTens perucTpanHoOHHOr0 yoocroBepenus denepansHoe rocynapcm 5oe aBIRHPMHOE
HaydHoe  yupexnaenme "QelepansHblil  HayuHBIA  LEHTD  WCCAEAOBaHMI G|\ paEpalioTkH
UMMYROGHOIOrHYecKrX npenapatos uM. M.IT. Uymakosa PAH" (UnctutyT nonuoMBgaRTa)
"OHLUPHUIT um. M.IT. Yymaxosa PAH" (MucturyT nosmmomuenura)), Poceus, 11
BH,Tep.I. MyHHUHNANBHEIA OKpyr KoT/1oBKa, yi1. Kpikmkanosckoro, 4. 29, k. 5, stax
(sanumeHoBamue, anpec) :
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RERHA

JOKYMEHT IO[IACAH * ~
SIEKTPOHHOH MOITHCHIQ

3aMECTUTENb PYKOBOAUTENS
Pocsapasranzopa

Ceprudnrar 4D2431B276219F4023 A19E251474DFD4
Bragenen Napxomenre Jymrpult Beenoagrosus
Heltersurenen ¢ 18.04.2024 va 12.07.2025
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«Denepaaniit saysusiit newrp scc
117218, Poceuitenas Deaepatnss,

EPATBHOE I'OCYJAPCTBEBHOE ABTOHOMHOE HA

e

r Mockaa, sivep.r, My

& prasy

xessara Ne §

YUHOE YUPENIETHULE
ssmynofiionursyeckuy mperaparos me MUIL Yymarona PAH. {(Hucruryr noanoMICTITA)
s umilt orpyr Kovaonka, ymua Kpwissauoscworo, xom 29, woprye §, sram 3, nomeuenue I,

| Bux: Cramaprian anonseyag Popra

| Hassaune: Hacwopr

{_opma Ne: Tic Ne 13-06-000 | Bepouns 02] Crp. 1m2

TACHOPT XI55
BAKIWHA AHTUPABAYECKAS KYJbTYPAJBHASN KOHUEHTPHPOBAHHAS OYHIUEHHAS
HHAKTHUBUPOBAHHASY CYXA4,
3 JIMOOUINIAT DN APHIOTORTEHHS PACTBOPE At BHYTPUMBILIEYHOr0 BEEICHUS
: Hara Beimycka (sakiusa): Cermabpy 2024
t . Tonex no (paxuvna): Cenmatpa 2026
Howmep cepu (Baxuua): 404 O6sem cepuyt (sakumna): 12 665
Komuuectso o3 Oona
ATTSHYHDOBAHHEI [ITaMM (urcupopausore supyca Gewerersa «Buyxoso-32», nenosut Ne 463/84 5
HQOKSBOACTBSHHMQ mTaMM | odunmansuol Komnexuuy TiPOH3BOACTBEHNEIX I0TAMMOB BHpycos T YH «TUCK uM. JLA, Tapacesuuan
PocnorpeBuansopa. Pabouuii I0CeBHOR Bupys Ne 33
[ara Beitycka (pacTsopuTens): Hions 2024
Howmep cepuu 3
(pacTaopHTens): 233 Tonen no (pactsopurens): Hiwonn 2028
) Obwem cepuu (pacreopurens): 12 665
Komuuectso yrmaxosox: 2533
HCHOBITAHUS IIPOBEIEHBI 10 HJI PN002816/01-281022
;j‘; HZ';:::::&‘;“ TpeSosanus HJ Pesyanrar uensivanus
Baxuuna antupabusecxan JIETYPANBHAS KOHUESHTPHPOBAHHAS OUMIIEHHAS MHAXTUBUPOBAHHAS CyXas, cepus Ne 404
pal KYIBTYD, pHp P YX p:
Onucanve Tlopucras macca Genoro UBETE, TUTPOCKONIHYHA i
'1 Boceranosnenusi Tpenapar — NPO3payHLi way cnabo H;p ”:maf macz.;a 691703': x;ee;na,—et’:q:;ct;ii’xz:;la
) OnAncCUNpYIOWHit pacTBOp 0T GECUBETHOIO 1o CoeTO- et lo&ze: Pl ;aﬁ am o pop
KENTOTO UBeTa S i
Tlommanrocts Baxuuua nomxua BBI3LIBATH CHEMMBUIeCKui Baxauna ssizsieaem cneyudiunecxuti
2 MMMYRUTET X BUDYCY GeWSHCTBE NPH MMM YHU3AIHY HILMyRUmEm K supycy bewencmea npu
HMMYRUT AU Mbitcedi
Bpews pactsoperus | Howkwa IONHOCTHIO PACTROPATECS B TERGHHE 5 MUK
3. DM BHECCHNH | MmN pacTaopuTens (Boza Ans 2 mun
MHBEKUAN) HA ONHY N03Y BAKIHILI
Ipospaus 5o omanecuu 2 3
4. | Hpospausoers " f &S)i“; m “;?;fa WDy SR, Meriee smanona I
5. | Usersocrs He Gonee sranoua Yy Menee smanona Y,
Mexanugeckue
5. smoqexmm Homxsa esinepwasars TpeSosanus Budeparcusaem mpebosanua
7. _| pH pactsopa 7.4
Tloreps 5 Macce npn " »
8. eftyImug He Gonee 2,0 % 1,7%
AnsGymusr Gorauit
9. | csmoporouwnsn He Gonee 0,5 Mxrs 1 gose Menee 0,5 mxz ¢ 1 doze
(BCA)
10, | Crepumszocts Domiua Serrs crepunso Cmepunsna
11. | Huporessocts Baiuia s0/kua 65irs anuporensol Anupozenn
Anomansuas >
12. NS, Baxuunz nomka 6ais nevoxcuunon Hemoxe
13 Croenudumeckas Bakusna se tomxsa conepaars Ko BHDYC HKugoit gupy rhenterc,
" _| Besonacuocts Sewercrna omecymagh
Cretudraeckay : =]
14, BT, Hemenee 2,5 Mexuyraponssix Erusny {ME) s I nose 2,9 M, Z
Pacrsopurens sakmpme: GHTHPAOHYECKON KyNETY paNEHOR KOHUCHTPHPOBAHHON OYHINEHHON HHA
CYXOH — BOAa AUl HubeKuuit, cepust Ne 233 N
1 OHEC&HPL& Becusernan ApO3patHan WHAKCCTS Be3 3amaxs EECI{GEIIHI{DI npospaunan
: sanaxa
HPH TIOABICHAN WEATOID OKpatiusaHus oNo JOTACHO
HIMCHHTLCH Ha XpacHoe 0T npuﬁamcxm He Sonee
T — 0,1 M1 0,01M pacrsopa natpus ruzporcuna, ITpu H3menenue sicenmozo OKpamIHEaNUA Ha
2. T TIOABNICHHY KPACKOTO OKPAUIKBAHKS OHO HOMKHO Kpacnoe om npubacnenun 0,1 ;mn 0,01 M
H3MEHUTLOS 1A HKEATOS OT NPuGascHus ue Gones pacmeopa nampus 2udpoxcuda
0,15 w11 0,01M pacrsopa XNOPHCTOBOAOPORHOR
3. | Bmextponposozrocts | He Gones 25 axCar/en 4,0 mxCh/em
4. | Cyxoit ocrarox He Gonee 0,001 % 0,0004 %
3




aDepepanniiniil xmywuﬁ ULHTY HECALROBARLIL it p:upaéamx MDY

OEAEPAIILHOE NOCYAAPCTBEHHOE ABTCHOMHOE HAYYUHOE YUPEWEHUE

HUCTKIX 1D

pavos am. ML Y,

PAH (MuctaryT NOAROMHHITA)

cyxas cepun Ne 404 B xoMnnexTe ¢ pacTBOpUTENeM — BOAA At MEbeKuui ceprs Ne 23 ~

117218, P it ¥ . M susrep.r. M snundl oxpyr Kot yonsus Ky , Ront 29, Kopiye 5, atam 3, monmeusenue 1,
womuary No §
Bags: Craugapria 3a & | Ha Tacrnop [ @opaa Me; Te N 12-06-000 | Bepeun: 02 Crp. 2us2
5 st e P020B0E OKPAILIKBAHUE SOMMKHO COXPAHATHOA Oxpauiusa HACHICA
| pemectea 3 palid P P aHIE COXPANAE
6. Vrnepona AMOKCHA He zomxso O5ITs MOMYTHEHNS B TeHeHHE | ¥ Homymuenue omeymemgyen
7. | Hutparet ¥ HuTputsl | He Gonee 0,00002 % (0,2 ppm) Menee 0,00002 % (0,2 ppm)
8. | Ammonui He Gozee 0,00002 % (0.2 ppm) Mexnee 0,00002 % (0,2 ppm)
g. Knopumst He moaxno GLITE ONANECHEHIHM Onanecyenyua omeymemeyem
3 B Teuenme He Menee | ¥ 1€ NoMKHo nabmonarnes
10. | Cynsdats: et Lomymrernue omcymcemeyent
- QKD HalmOASTHCH MHUCTO CHHEE OKPalTHBaune Cuuee oKpaiieaniie
11. | Kestsuuif u marsui A RO P .
pactsopa (683 HHONETOROro OTTEHKA) (6e3 (hruonemoso2o ommenKa)
12. | Tsoxensle METRILIB! He Sonee 0,00001 % (0,1 ppm) Menee 0,00001 % (0,1 ppm)
Baxrtepuansueie
. Mesee 0,25 EDimn A
13 BB A ; Menee 0,25 ED/mn
14 Memmieosye Tomiken ssiaepmiupars tpedosanus Buidepacusaem mpebosanus
| BRIIIOYCHMA P i P P
He meree nomunansiozo
15. | Usenexaemsiit o6sem | He menee nomunanseoro (1 )
(1 mn)
16. | Crepunzaocts JiosxsH GLITh CTEPHIBRBIM Cmepunen
Baxusiia o 1 Zose (1 w0 8 amnyae (1Y 9462-001-83426270-2012, | Baxuwta 0o 1 zose (1 mit) 3 amnyne o6semon 3 a1, w3 crewa 1-ro
TY 9462-001-84299122-2010) ofuemom 3 »m, #3 CTOKAd | PUAPOAHDMYECKOrD KIACCE.
=70 FHAPOAHTHUECKOTO XARCCR. PactnopiTens (poga s ubeiuEi) 1o 1Mt b annyne obveson 3
Pacroopsrent (zoge fas wneswiil) no 1 Ma s amnyne (TY 9462- xn, 13 STENA 1-00 THAPONHTHYCCKOO KNACCa.
001-83426370-2012, TY 9462-001-84299122-2010) ofimemon 3 mxn, B re: d wl
17. | Ynaxoska H3 CTEKNA L-r0 MHAPOMITHYCCKOTO KIACTa, B D Tlxrs Kol B NAMKE H3 Kap
Bumyckaior 3 Te: 1 ammyna ul 0C Y 00 1P
pacTeop Tiate TOB B fIANKG W3 KapToua xopeboutiore Amlynu HMOT TOUKY JUA BCKPSITHA.
¢ mc-rpymmﬂ [0 NEHEMEHENIO 1 HOMOM AMITYASHE NpR Basuana cepina M 404 punytitena b KOMILISKTE ¢ PACTBOPHTEACM
., Tipn y anmyn, RONBHO HINONS ceput Ne 233
1UTH TONKY JULA SCKDEITHE, BOW SMITYNLHbIE HO NKNANKIBAIOT
Tlepauqisag ynaxooka: ﬂe}mm(u YURKOBKA:
Ha oTaxerke 2MAyAM © DIKIMHOR YKRILBAOT! 7 amuynst © iy D
npous 3 { ) PY, npe W aep {1 g ) PY,
cipany, TOprosoe yic  Gopmy, | orpauss, TOproBoe sensuan  dopua,
ZAOIMPOBRY, KOMUMCCTEO A03 B BMAYIC, oBxen ONHON 103 B AN, | ZOTMPOBKE, KORNMECTEO A0 B GMmyIE, ofues 0ol A03N B AU,
HOMEP Cepi, RaTY BhITYCKa, pox roanccty (|Tonen acm). HOME CSpH, JATA ShIITyCKa, CPOK rofnocTy {«lonex fom).
Ha ITHKCTKE QMAYAL © PACTOOPUTENCAt YKA3HIBAIOT: Cokpamenxoe | Ha amuxerxe ¢ paeTnOp:
Tean M (snazensug) PY, | HAMMOHOBIRHE NPOMIDORUTE! H nepwem (Bnumma) PY,
crpany, nammmmmc pucTsopuTend  (PACTBOPHTENS  BARUKEN! cvpmm, pacT (® 32
anTHpab KYRBTYP 10# A | awop KYALTYD 13 D it
HEAKTHBHPOBAKEON CyXOH sofa wis umcmmﬁ), ofsen b S, BOMED HHIKTRIKP f CYxORt BOAA JUIA RIBEKIL),
cepum, RATY BSIIYCKE, CPOX FOAMOCTH («l'ozed o). OBBEM B N, HOMED CepHH, RATA BEMIYCKa, cpox romocTy («Iozen
Brogiunas Yiiaxonss Ao,
Ha nayxe yxassinaor nmmoe H GOKY @
3 { ) PY, crpany, Ha nasxey © TIOAHOE 33 COXP
wpmu:ucmﬁ aapec, TOPronce P JETOIR 1 ARp> ¢ ) PY, crpana,
HAMCHOBAIL, ACKAPSTOCSHHYIO POPMY, :xoau;mxy, coeraz iz | OPIIECKER ATPCC, TOPFOBOE rpY
Rosy C Y u 0 peTseHEas Hop cocranna |
18. Mapxuposia BEUIECTAR It NEPELLE BETIOMOrATESHUSIX BEUICCTS, KOHECTEO RO3Y © YKADAHUEM HAHMCHOBANRE N KOMHYCOTEE ACHETBYIOLICFO
AU © 01 203 8O BTOD: H NCPeuHS 51X
KOAUNECTEO 303 8 AMayne ¢ aaxuunol, ofnem 1 .uem Bun, aumyR € i, KONUYESTHO 403 BO BTOPHHE s
BO SMIYIT C P PIICHICM BO BTOPY ¥ # 0 203 B aMOYNe ¢ "oﬁswlmun\m
ofsen B M B BMTTYAE, HOMEP CEPHI W AATY BAUIYCKR BG AMAYA C P Je 50 BTOP b R
HOMED CEPHK M JATY RNUYCKS P paTCAS, CPOK €ro 06BEM B M B AMOYAS, HOMEP CEPRY K. JATA B
12 (; T PAcTBOPHTEN u) {«Tozes Aot %), copuitisni HOMED CEPHI 1 AATA BEUTYCKR PACTBOPH
nomsp, GTIN, P # naeH # auax (KK3), KOMARTKTE (SAKIHEA ¢ PACTBOPHTEAEK) |
YOROBKA XDAHEHHA, LCTEPUALUON, uouep PETRCTPOLIOHHONT uomep, GTIN, xourpons bl HaeHTH M)
yuocTopepeans, wrpax-xox EAN, cur Y10 TIONOCY Kp 0
UBCTA; NIPCAYNS «5 ¢ yaocToBepens, mrpux-xox EAN, g
PACTBOPHTENCM ~ BOAR WIS fin, «[Tpenapar ve P H3ETA; DPSTYNPENNTEALHLIE HARTNG
KOHCEPBAHTOB ¥ aHTREROTHKOB), «X.pamm B HOAQCTYNHOM VIR PACTBOPRTENEM ~ BOLS IR HHLEKI]
nevel Mecren, «PaCTEODPHTS TONBKO NPUALTRCMUM PACTIOD KOHCEPEARTOB # AHTHOHOTHKOSY, &
«3 e TCHN, oy aered mecTey, 4PICTBOPATS TONBKEE]
Guo-npod yup i), Ko Y PaCTBOp @3anop
ornyexa {fins neucuo-npoduna
YHBKOBKH,
Bagusna amapaGmecxcax KYJABTYpalbHad KOHUCHTPHUPOBAHHAS OYHIEHEAL UHI ¥
3AKJIOYEHHUE:

«A0 »e0pk22 Aﬁ 2024 r.

cooTsercTayioT Tpeboranusy HIT P N002816/01-281 {)22
e




