PA3SPEHIEHUE
Ha BBOJ B TpaXJaHCKH# 060poT B Poccuiickoit Penepaliun cepry WK TapTHU
Tpou3BeeHHOr0 B Poccuiickolt @enepauyu uiiv BBO3uMoro B Poceuitckyro Peaepatiuo

MIMMYHOGHOIOTHYECKOT0 JISKAPCTBEHHOTO TIpenapara
Ne P006-00110-77/01554673 ot 25.11.2024

Beinano QenepanbHOMy roCyaapcTBEHHOMY aBTOHOMHOMY Hay4YHOMY yupexaeHuo "OenepanbHbiit
HAaYYHEIH LEHTp MccllefloBannit M paspaboTiku uMMyHOGHOOrHYeckux npenapatos uM. M.IT. Uymakcsa
PAH" (Mucturyr nonwommenwnra), Poccusi, 117218, r. Mocksa, BH.TEp.r. MYHULHNANBHBIA OKpYr
Kotioska, yi. Kpxuwkanosekoro, a. 29, k. 5, arax 3, nom. |, xom. Ne 6, UHH: 7751023847.
(HauMeHOBaHYE IOPAUYECKOro TuLa, opuaryeckull agpec, UHH)
PenepanbHas ciayxba o Hax30py B cdepe 31paBOCXPAHEHUS HA OCHOBAHHU 3aK/IOUeHHS
MOCKOBCKO! HCIBITATE/IBHON 1a60PAaTOpUM KOHTPONS Ka4yecTBa JeKapcTBEHHsIX cpeacTs OIBY
"MMLISYAOCMIT" PocaapasHansopa
(HaumeHOBanKE (QerepanbHOTO TOCY AaPCTBEHHOO SIOKETHOrO YUpPEKaEHHA)
or _20.11.2024 Ne 2365IIK-11/24 paspewuaer BBoa B rpaxaaHcKuil 060poT
(nara) (uowmep)
B Poccniickolt ®egepanny HMMYHOOMOIOTHYECKOr0 IeKAPCTBEHHOTO TIpenapaTa
Baxuwuna arTHpabuyecKas KynbTypaibHas KOHUEHTPUPOBAHHAS OYHILEHHas
VHAKTUBHPOBAHHAs cyXas
(TOproBoe HAaUMEHOBAHUE)
Baxuuna nias npodunakTuky OemeHcTBa
(MEXyHapOAHOE HENATEHTOBAHHOE HauMeHOBaH e (IPYIIIHPOBOYHOE UITH XHMHYECKOR)
nUOdUIU3AT QNS IPUTOTOBIICHHA PACTBOPA AVl BHYTPUMBILUSYHOTO BBeeHns | ma/no3a (1 go3a) -
amnynsl (5 1WT.) - MAYKH KAPTOHHEIE /B KOMIUIEKTE C pacTBopuTenem {(amnyist) 1 mi-5 wr./ -
118 1eueOHO-NPODUIAKTHYECKUX YHPEKACHUN
(dopma seITyCcKa (C yKasanueM JIeKapcTBeHHON GOPMBI, 103HPOBKH, (GacoBKH) ¥ KOMMYECTBO B YNaKOBKe)
cepum 404 (cepus pactsopurens 233) , ofbem cepum waum naptun 2533

(KONMH4eCTBO

(Homep cepun) YTI&KOBOK)

romes no  09.2026 5
{cpox roanocTH)
NPOU3BOACTBA DeiepabHOro rocyJapeTBEHHOIO ABTOHOMHOTO HAYYHOTO yupeskaenus "Penepanbusiii
Hay4YHBIH LeHTp uccnenosadnii ¥ paspaborky uMMyHoOHONOTHYeCKUX npeniapaToB uM. M.IT. Yymakosa
PAH" (Mucruryr nonmmomuenura) (OTAHY "OHLUPUIT um. M.IL Yymakosa PAH" (Uucruryr
nonvoMuenura)), Poccus, r. Mockga, nocenenne Mockosckuit, n. MHCTUTYTE HONMOMHUENUTE, BIA. 8
(Bce cTamyy, BKITIOYAs BRIIYCKAIOUIMHA KOHTPOIb KAYECTBA).

(ramMeHOBaHWE ¥ alpec TPOU3BOANTENS (C yKasaHueM CTaiull NPOU3BOACTEA)
Perucrpauuonsoe ynocrosepenne Ne P N002816/01 ot 30.04.2008. £ %
HepoxkaTesap PEerHCTPaLMOHHOIO yaocTOBepenus DenepansHoe I‘chllapC’{,‘B‘CHHOE as'ronowme
Hay4yHoe  ydpexienue "DenepanbHbiit Hayu:uam LEHTP nccnezxosaﬂmﬂ paapa60"rxy1 :

. ‘»

"OHUUPUAIT wim. MH Yymaxkosa PAH“ (Hﬂcrmy"r nomomueqma)) Poccuss 1172]8 r‘ Mocxaa
BH,Tep.I. MyHULMnanbHei okpyr Kotiioska, ya. Kpxmkasosckoro, 4. 29, k. 5, sTax. 3,n0M I ;«m N°6
(HammenoBaune, afpec)

OOES REPUE

JIOKYMENT TIOAIVCAH  °
MEKTPOHHOM TIOAIUCHIO-

3aMeCTUTENE PYKOBOIUTENS &
Pocsapasnansopa Ceprtmar 4D2A31 B276219F4023A19E25 1474DEDS

Baagenen Napsomenwo Jvutpait Beesosoiosus
Jictieraureaen ¢ 18.04.2024 vo 12.07.2025




. BENEPANLHOE I'OCYIAPCTBERHOE ABTOGHOMIHOE HAVUHOE YUPERATITHE
= «@enepasparsiit uaywis tenTp nocaenonandl i paspadoros ustpynoBsonsrgeckix npenaparos me ML Uymarxona PAH» {Hucruryt noanomiseaiira)
@ 117218, P Dexey r M | BH.Tep.T, My aptmilt orpyr Ko ca, yinua Kp 0, oM 29, wopnye S, sraw 3, nomemtenne
nossara Ne §
{ | Bu: Crauaapruas sanonnsiesas Gopra | Haveanne: Hacnopr | @opma Ne: Tlc N 12-06-000 | Bepeus: 02 Crp. 1m2
TACIIOPT e D74
BAKIIWHA AHTAPABHYECKAS XYJIBTYPAJILHAS KOHIEHTPHUPOBAHHAS OUMINEHHAS
' ‘AHAKTUBHUPOBAHHAS CYXAS,
JIHODUANIAT NI TPHIOTOBICHUS PARCTEOPA AJISt BHYTPHMBILICTHOIO BECICHHT
[lata Beinmycka (Baxuuna): Cenmabpy 2024
v Topen fo (saxumua); Cenmatpa 2026
Howmep copru (axupsia): 404 O6sem cepun (Baxiuna): 12 665
Konmaectso nos: Oona
ATTCHYHDOBAHHEI WTaMM (UKCHPOBAHHOTO BUPYCa BELICHCTBA (BHyKOBO-329, ACHOINT Ne 463/84 &
IpoussoncTaeHHbIR WTaMM o HIMAnEHOH KONMEKUUH NPOHIBOACTBEHABIX ITAMMOB supycoB PI'YH «THCK um. JLA. Tapacesuuan
Pocnorpebuansopa. Pabouuii nocesuoit supye Ne 33
Hara ssimycka (pacTsopurens): Hrons 2024
Howmep cepun
(pacTBopuTens): 233 lonex zo (pactsopurens): Hionn 2028
) O6vem cepuu (pacTeopurens): 12 665
Komuuecteo yraxosox: 2533
HCHBITAHWS IPOBEAEHLI 110 HI PN002816/01-281022
Ne Hanmenosauue
iles S Tpebosanus HJ Pesynerar uensrranus
Baxuuna antupabuyeckas KyJIeTypanbaas KOHUSHTPUPOBAHHAN OYHINCHHAS WHAKTHBUPOBAHHAA CyXas, cepus Ne 404
Ormcanye - | Tlopucras macca Genoro usera, rUTPOCKONHYAZ , .
1 Boccranosneansi npenapar — NPO3pavHsii Wiy cnabo H;‘:J Lc‘cman:;ﬁci‘: g;qieo’uae;nn(:,:%a:‘r;ﬁtga
: ONANECUUPYIOWUI PACTEOP OT BECUBETHONG HO CBETO- 6§c ‘“” n):z eawz s PP,
JKEIATOTC LBETA “ 5 P P
Tlonnaurnocts Bakuusa qomxna BeI36IBaTh CeuubwIecKul Baxuuna evizvieaem cnewuguveckudi
2. HMMYHUTET X BHPYCY GCIISHCTBE NPH UMMYHHIATHY uMMyHimem K supycy bewencmsa npu
MpuneH LMMYHUTQRIIE ML edl
Bpema PRCTBOpPEHKS HomiHe NONHOCTSIO PACTROPATHCS B TEHGHHE 3 MUK .
3. npy BrecenyH | M pacteopurens (Bofa ans 2 mun
HHBEKUMH) HE ONHY J03Y BAKLHIL
IIpospaunad ynu cnabo onanecuupyowmas WUTKOCT,
4. | Ipospausocts s B st Menee smanona I
5. | Userxoers He Gonee sranona Yy Mewnee smanona Y4
6 Mexamscaiae JLo/nrsa BEUIepKuBaTs Tpebonanus Buid 5
8 NN 9 v H3 BEUIEPXK P sidepaicusaem mpeboeanus
7. | pH pactsopa 72-78 7,4
IToteps 3 macce npu o g
8. A UTHEA He orec 2,0 % 1,7%
AnsBymun Gpruuit
9. | ceiBopoTounEL He Gonee 0,5 mxr s 1 gose Menee 0,5 mxz ¢ 1 dose
(BCA)
10. | CrepunsHocts | Domkua 66rrs crepushol Crmepunsua
11. | Uuporensocts Baxuuua aomkia Ssrs anuporeHuon
AHoMansRan s
12, TOXKCHEHOCTS Baxiuua nomxsa G5iTs HETOKCHEHOM Hemgg%w‘a :
13 Cremuduneckas Bakusna He IOMKHA CONSPIKATE KHBOH BHpYC Kueoii supyc ﬁélue(iqmgi
* | GesonacroeTs Bewericta omcynicmeyent. ~—
Crenudngeckas . , L e
14. A He mexee 2,5 Mexurysaponusix Enunun (ME) 5 1 nose 2,93_[{!@_/"()03@ =
PacTsopuTens BakupHs! aHTHPaGHYECKOR KYNBTYpanbHON KOHUIESHTPUPOBAHEOR OUMILEHHOMN HHAKTHBHPGBAHHOM
CYXo# — BOAa At uHbeKuui, cepus No 233 RN
Becusernan npospaunan sxkuaxocts Hes sanaxs 3 3CUOKOCHED B
1. 1 Oianns P3P becysemnan npospaunan scudxocms bes
3anaxa
IIpH NOABICHHM KENTOTO OKPATINBAHAS OHO JTOTDKHO
HIMOHHTSHCA HE KPACHOE 0T HPHGQBHGHHX se Gonee
KHCIOTHOCTS Hiu 0,1 mn 0,0iM pacTsope HaTpus ruapokcuza. [Tpu Hmeﬁeuue HCERMO20 oKpamueanua na
2. MR TIOABNCHHY KPACROIO OKPALIKBAHKS OHO HOMKHO xpacnoe om npubaenenun 0,1 mn 0,01 M
BIMEHWTLCR Ha XENToC oT Npubasnenus e Sonece pacmeopa nampus 2udpokcuda
0,15 w1 0,01M pacrsopa xnopHeTOROROPORHOR
KHCAOTHL
3. | Omexrponposozrocts | He Gones 25 MxCa/cm 4,0 mxCr/em
4. | Cyxoit ocrarox He Sonee 0,001 % 0,0004 %




= OENEPAILHOE N'OCYAAPCTBEHHOE ABTOHOMHOE HAYYHOE YHUPENIAEHUE
«@epepannintil Hayuui GRETD HECALADBARE i pa3paloToK UMMYHOGIONOINUCTKUR NPERAPITOS UM M. Yy PAH» (HucTTyT NOINOMECIITA)
117218, Pocenitoxas Qengpamis, r Mocxsa, aurep.r. Mysuunrusnsinti okpyr i yanug Kp 0, Roat 29, xopuyc 3, 3ram 3, nomeusentne 1,
womumara Mo §
Bagn: CTamsapTias 31 doy | Ha Tacnopt [ Dopya 2: Tle e 12-06-000 | Bepenn:02) Crp. 2m2
5 ioa— arotmse P020B02 OKDALUMBAHKHE AOMKHO COXPaHATHCA 0{( QUL HBARNE COXPDAHREICA
' | BeIecTRa B padis P 4 Pars
6. | Yrnepona AHOXCHA He zomxso 65T TOMYTHERAA B TeveHHE 1 ¥ Honymuenue omeymenmeyem
7. | Hurparsl u surputst | He Sonee 0,00002 % (0,2 ppm) Menee 0,00002 % (0,2 ppm)
8. | Ammonuit He 6onee 0,00002 % (0.2 ppm) Menee 0,00002 % (0,2 ppm)
9. Xnopujist He nomxno GLITE ONANECHEHIHM Onanecyenyua omcymcmeyem
B Teuenue He Menes | 9 1€ JOMKHO HabmonaTnes
10. | Cysnsdatst ot Homymuenue omcymemeyent
11. | Kansioit u Maruui Jlomici0 HabMOAATECH YHCTO CHHEE OKPAUIHBAIHE Cunee oxpaniueane
) ) pactsopa (583 PHONETOROT OTTERKA) (6e3 hronemogozo OMMEnKa)
12. | Taxenste eranast | He Goxee 0,00001 % (0,1 ppm) Menee 0,00001 % (0,1 ppm)
BaktepuanbHee
13. Mesnee 0,25 EDima enee 0,25 ES/
3 SHIAOTOKCHHEE M, 0,25 E3/mn
MexaHHIecKHe
Y OMmKEH BRIAEPKHBATS Tpefosanus sidepaicusaent mpebosanus
14 i I SECH P Beidep 1 mp
He meriee HOMUHAAGHOZ0
15. | Mssnexaemsiit ofsem | He menee nomusansroro (1 wi)
(1 mn)
16. | Crepunsnocts JTlomiex GHITh CTEPHIBRLIM Cmepunen
Baxuwmiia no 1 zose {1 san) 3 amnyne (TY T462-001-83426370-2012, | Baxmwita 0o | gose (1 sut) B amnyne 065eMOM 3 s, u3 crewia 1-ro
TY 9462-001-84299122-2010) ofuemom 3 Mn, #3 CTOKEY | THAPOAMTIMECKOrO Kacea.
1470 THAPOARTHYSCKOTO XAACCE. PacTaopHTENS (BOSE AR HHBSKUKH) DO 1 Ml B annyRe ofbeston 3
Pacoopstrent (soae A wyLexwidi) no 1 Ma 5 asnyne (TY 9462+ | wa, i3 creom 1-00 THAPONMTHRECKOIO KNACLE.
001-83426370-2012, TY 9462-001-84299122-2010) of 3wn, | B B 1 amury w1 3%
17. | Ynakosxa 3 CTEKN2 L-FO FHAPOMITHUECKORO KWIACCR. pacrsop Thits Ko} TOB B HAMKC U3 KAD
Bumycxaior 3 Te: 1 3l 1y ¥opoGounOrc ¢ MHCTPY 1O 1P
pacTROp st 0B B NAMKS W3 KAPTOUa Kopoboutiore AMTYa BMEOT TOUKY JUTE BCKPHITHA.
© HHOTPY it T p U HOWOM AMTTYABHBIM NPt Basuuna cepit Na 404 punylesa b KOMILIEKTE C PACTBOPHTEACM
oo Tipu y awmmyn, RONBLO HIAOMI cepust No 233
1M TONKY JULS SCXPLITHS, HOK BMTYN6HLIE HE AKIANLBAIOT
TlepaudHas yraxovra: Tepruanas ynakdska:
Ha oTaxeTke aMAYAM © foy 5 2 Ha 3THKETKE aMOyAsl C BAKWHOM YKOSEHO!  COKPALICHIOS
P w aep ¢ ) BY, p tems w acp ¢ ) PY,
Cipaky, TOProSOC  HOMMCHOBAHME, CKAPOTBCAMY®O QOpMY, | OTPIAI, TOProBOC 3 cap 2 dopua,
R03MpOBKY, KORMMECTEO 403 B BMRYNC, OBZCN ONHOR AOTH & MA, | ZOIUPOSKD, KOMMCCTEQ A0S 5 amnayie, ofiveM 0AMONR 203 B M,
HOMEP Copity, KaTY SHINYCKE, CROK roanocT (onex 201). HoMep Cepii, naTa suycKa, cpok roanocty {lonen zom).
Ha ITHKCTKE aMOYAL © P DUTENCM Y T T woe | Ha 3 S¥ITYIML. C PACTBOP ¥ P
p teas ¥ aepwarens uzy PY, p TR B ASP {0 ). PY,
Crpany, MAIMCHOSBHMG DUCTBOpWTERR (POCTROPHTENS BARUMEM | CTRONT, pacTsopirtenn (pacTaQpITEN:
aiTrpabuseckol KyRBTYPOTLHOH pHp o i D KynsTypansloh KOUUCHTPRPOBANHOH
MRAKTHERPOBAHRON CYXO BOfA s MHBCKUME), o0nes b Ma, HOMEP HHIK P i cyxoft Bosa At HEBEKIMIL),
cepi, AATY BEIDYCKA, CPOX FORHOCTH {«"onea noin). oBbem 3 NIL, ROMCP CSpHH, JATA BHNYCKA, CPOK TOOHOCTH («Tozen
Bropuunas yIEKonEE, Ao,
Ha ngyKe yXassiaioT! NOi0e ¥ COKT Bropuunas ynagosxa;
nposssonsTea 1 Repaatens (ananessua) PY, erpany, ‘Ha nasxe yRalano: HORHOS ¥ COXP
opiARSReKal AAPES, TOProsce PYRNUPOBOY P Tens § Hep { aa) PY, crpana,
9 y10 GOpMY, j cocran ua | OPHUMECKRR ARPEE, TOPrOBOE DYTITHD
ROTY © YRAIGHKEM HIUMEHOBAIHA ¥ XORUUECTRA neHCTSY ] ap thopma, s cocTas Ha |
1 8 - Map KypoBKa BEIECTRE H REPLILSE 3} % 3 no3y cy “ 4CCTRA ACHCTBYIOIICIO
AMUYL © RAKUMNCHR, KOM(HECTE0 203 BO BTOD Y e, H nepH HbIX BEIIECTS, KOMHYSCTRO
KOMUSECTHO 303 B aMayne C Bakuunol, ofsem 1 ao3sl 8 MA, AMITYR € BAKUERON, KOMUYCCTEO 103 80 BTOPHRHOI YNIKOBKE,
BO BMIYITC P PIICHCM BO BTOP! iy Ber0 £03 B amMnyne ¢ saxuiHok, ofpen | K035t B M,
ofsen B #3 B SMIIYAE, HOMED COPHA W JATY BLIYCKR aMnya C p op BO BTOP ity "
HOMED CEpHH M JXTY RAUYSKS PACTBOPHTEN, CPOK TOX cro 06HEN B M B AMAYJIS, HOMEp CEPHIM ¥ AATA BRUTYCKD BAKUMHS!,
xommnexTa (3axumHa © pacTsopatenest) («Tosen 2003), cepuitiai HOMEP CEDHK I RATA BEIMYCKA PACTBOPHTIEI, CPOK TOAHOLTH
nomep, GTIN, pomLHsG HaCHTUD # suax (K¥3), KTa {saKunEa ¢ p )P ) («Coien a0:»), cepsidinsiit
y PRI, (CTSPILTSNOD, HOMEP PEFACTD o tonep, GTIN, xosTpom nut uewTwsasoRusi Stiak (KIA3),
yROCTOREPERIN, WTPAR-kox EAN, CHrHansHyIo IONOCY Kp 0 ¥ p p mm:pmﬁm 2
BCTA; ARSAYTP : s ] yacetosepes, urpux-k0x EAN, CHrRAEHAT NONOCE KRICH
? f ~ BOAR WIS fin, «ITpenapart e pAGET H8GTE; DPOAYUPERITCASHAE HANMNGH: (B KOMMNEFTE S =
KOHOEPBAHTOB 1t AHTAGHOTHKOBN, (XPAHITL B REACCTYTIHOM A PACTBOPHTENEM ~ BOAR AR MHLEKIHHN, «llpenapar ne coARpHur’
REvei MecTey, «PACTHOPHTS TONBKO NPUAKTASMUIM PACTEOP » P # auTRG: 3; €XPAHMTS B HENOCTYNHOM ANA
«3asor He s Y oraycxa (s Acreh seeren, 6P PATH TONBKO TP B0 e - cisssic
Suc-npot yup i), KOR Y pacTsop «3aMOPRRABANIE-HE AOMYCKAETOAY, YEAODIR
ornycka (JI75 ACHEGHO-TPOGIISKTIHIECRILK YPORIEHIH); KOn
YTIBKOBKK. 3 e

BaxuiHa aBTHpabUYecKas Ky IbTYPabHas KOHUCHTPHPOBAHRAT ozmmem-xax‘ngmkxgnpqnéﬂgaﬂ 1
3AKTIOYEHME: | cyxas cepus Ne 404 B xoMIUIeKTe C PacTBOPHTENeM ~ BOJIA UL MEBEKIMH cepusiNe 233-7
cootBeTcTBYIOT Tpebonanusm HIT P N002816/01-281022 ERLLTES

«.,,M»ng/m% L. e Haarmrnc OKKy Gt (4, Cqbun




