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Ha BEOZ B Tpaxfanckuil 06opot B Pocemiickois Denepatin cepuy uiTH HapTun
Ipou3ReNenHoro B Poccuiickoil Denepanun uny BBOIUMOro B Pocceuiickyio Degepanuio
UMMYHOORONOrHYeckoro JICKAPCTBEHHOrO Npenapara
ot 17.05.2022 Ne 007709/22

Beiaaso DenepansHoMy FOCYNAPCTBEHHOMY ABTOHOMHOMY HaydHOMY yupexaenuro "degepansuuii
HRYHHbIH UEHTD UCCACHOBAHUYT 1 paspaboTky UMMYHOGHCROrHYeCKHX npenapatos um, M.IT Yymaxosa
PAH" (Mucrutyr noiuomuenuta), Pocens, 117218, r. Mocxsa, BH.Tep.r, MyRuuHnanpEsii okpyr Kotnoexa,
vi. Kpwamxanoscxoro, 1, 29, x. 5, stax 3, nomeuy, L, kom. Mo 6, VIHH: 7751023847,
(WanmenoBanue YoprAMTEcKOTD ninug, opuruveckuit anpec, MHH)
Depepansuan cayxba no Hagsopy B cepe 3APaBOOXPAHEHHS HA OCHOBAHHY 3AKTICYeHRY
Mockosexoli wensitarensuoi nabopaTOpuK KOHTPONS KawecTss JIEKAPCTBEHNBIX CpeacTs PenepansHoro
FOCYnapcTreHHOro GromueTHoOro yapexaerns "Unpopmauronno-vetoanyeckun LSHTD 110 3KCHEpTUZE,
YHeTY ¥ aHanu3y obpamenus CPRACTE MEAMLIMHCKOrO NpuMenenus” Denepansuoii crys#OB 110 Hanzopy B
cdepe 3apasooxpanenus,
{Haumenonanue denepansroro TOCYIADCTBEHHOTO GIOMKETHOrD YUPeKASHUA)
or 05.05.2022 Ne 755[TK-11/22 Paspeniaet BBON B rpamuancruil oGopor
(mara) (Homep)

B Pocewmficron Denepauny nMmMynobuoIornYecKkoro JIEKAPCTREHHOrO NpenapaTa

Baxuuna aHTupabugeckan KYNBTYpallbRas KOHIEeHTPHPOBAHHAS OUHILEHHas

HHAKTUBHPOBAHHAS CyKas
{Toprosos HauMeHOBaHue)
Baxuwna s Ipodunaxruky GemercTra

{(Mexmynaponnoe HENATCHTOBAHHOE HAMMEHORAMNE TPYNIEpOBOYHOE HITH XHMIYECKoe)

AMODUINIAT A1 NPHTOTOBNEHYS PacTBOPa 11T BHYTPUMBILIEYHOTO BBEACHHS (1 nosa) - ammynst (5 mr.) -
TIEHKH KapTOHHBIE /B KOMIIEKTE ¢ pacreoputenem (amnynsi) 1.1 ma - 5 wr/ -
Ans nevebHo-tpodunakTHieckux u CAHUTAPHO-NPOGUNAKTHYISCKHX VYpesKAeH
{(bopma Beinycka ¢ vrasammey JIKAPCTEEHHON (JOPMBL, J03UPOBKH, $acoBKA M KOTHYECTEO B yraxoeke)
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Brig: Crawmprian snonimesan Hopsa

CENEPATTLROT FOCYAAPCTREMIOR B

HAYTHBHL e teeseionam o PazpaboTRE HaMyoBea ek upensgaron wss ML Yymakona PAH,
106819, Poccuiiciay Denepaws,

ATTECTAT AKKPEIUTALTMY HCTILITATERGHOM AABOPATORHE ( HERTRA)

ropon Mockss, socexcune
Hasvawse: Hacnopr

Mocxenessit, iorinon

1OJUKETHOE HAVEHOR YUPERAEHHE

Huern
Dopaa Mo The No 10-06-000

BOTIOMHENNTA, IoMonIanenne 8, ropnye 1

M POCC RUBG01.220B1 ¢

AHOGHIH3IAT Kast npw

HHAKTHBUPOBAHHASN CYXAd,

roToBACHHY PACTEODS gy EHYTRHMBIMICYROrD BBCACHHA

Lara Brinyera (Baxumna); Mapm 2022

Topert 10 (saxupma): Mapma 2024
Howep cepru (arwumsa): 241 | OGwen cepru (sarumsa): 12 645
f Keonuuecrso poa: Cona

Hponssoncrnenmsi mravy

ATTCHYUDOBAHHEA Lerann

Pocnorpedianzopa,

Homep cepuu
(parmsopmena):

Padount pocesnon Bupye Ne 20
B

duxcrposarHoro Bupyca Seriecrna «Buyrono-32n, genospr Mo 463/84 5
OfKUMATLHOR Ko fmecuns APOHIBONCTBEHHLIN UITaMMOD BHpyeos OUYH «MTUCK uy, JLA Tapacesnyay

Hara rinvexa {pacTeopurens): Aszyem 2027 2
207 | Tozen 1o (pacTeopuTens): Aszycra 2025 2
O6sem cepru {(pacTBopuTens): 12 645
| Konwweerso ynaxosok: 2529
i
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STYPaNbHAK KOHUSHTPHPOBARHAS OUMUIEHHAN HHAKTHBHDOBA AR cyxaf, cepus No 221

GBHC&HH& MTopu af Macca 561’10!‘0 BCTA.
1 i H 2 Hopucmar ymucca Benoze Heema, euzpeckonuyng
!"f{E %K(}ﬁﬁqﬁa
o ANEHHOCTE Bakumia nomsna BLIIGIEETh CACHHEHYeCKIT uMMyHHTeT Bargnna suiznsam chiequdiunecknd
2 K pHpycy Geurekcrra TPH HMMYHIDALW Mynelt WMMPHRRten & SUPYCy detuercmag up
HAMPUEIAUNI Sblieli

Bpewms pactaopenuy

B;umm:a AOmng FIOANOCTEIO PACTHCPATLEA B TougHme 3

TepMetusars

Annlymny Serumi

| _PC3KO yMeHLLIATECR B obreme

3. MU Pt Birecerms 1.0 wp PUCTROpHTS A (noma mny 2 st
BHReKuM) na OIITY BO3Y BaKiNIL
Onacanpe Baxunna, pacroopenias s 1.0 am BACTBODHTENR (BojA
— AU BIBERUIR) Ko Sairs HPO3PAIHON Wit eaao

30CCTAHOBIBHHGID £
4 e onanecipyiowel, o7 Ger RETHGIO [0 CRUTNO-1ENTOre Hp Vspaiian, coemno L hper

Nipenapara iy
5. Mpospaunocrs pactBopa | He Gonee stanomna | Menee smanvia I
5. UseTHocTs pacTsopa He Gonee stancua Ne 35 Menes smanona Mo 56
7. pH pacrsopa 0r722078 7.4
g Moreps s macce fipu He Gonze 2% 11%

_ | BSICYWwHBaHHY X

AMOTYALT TOMKHEE Boren, TFePMETH BN, B TeugHie
7 nnel nocne zananks TOpHECTaR Maccs By TPy
amtyy {rabaerca) e nomkna HIMEHATS hopmy

Astnprot zepaermicaiti, g menene 7 dueit nocne
IHRQUERY HOplCIan Macea an LYIEE (A
{matiemse) ne tasennen: thopay u ne
PAMEHBILGemER 4 oG ese

He Gonee 0,5 vrr o 1 fose (1,0 mn)
1 2 :
10. CLIBOPOTOM A Menee 8,5 mue 6 1 doze
11. | Ofusuit Seqox He Gonee 5,0 me s 1 nove {1,0 mn) 44 M2 6 I Qose
penapar romsew Gorre, CTEPHABHEIM, Cmepununa
13, | Gemsasen Hperapar ye nomxen conepsars akrepui u
o
’ rpuGos )
Mpenapar e gonwes conepuars MHROTNAIM Mo maisomeymemayiom
e o e S O Lt CER L 2
13. | Iuporennocry Baxutuna romkua Soroe, AMHPOTeRHOR P Wﬁ‘&éazu}ﬁ@?‘id@,
14, | Toxcaunpers Baxumus 1o/mKis Gorre HETOKCHHHOMN L8 Hemoren pgﬁ}
I3 SABAORa Baxunsia ke zomxra CONSPNATE XHEOR BUpYC rgygfi(ifﬂa@gng 6@‘?%{1
i . | o 191 Y g - \&
besomackoets Bewenersa + [ - omeyaiengy e s
Creupiduyeckan A\ DU {7 3 f;}"
16. | axrasnocrs He meres 2,5 ME & onnon Hoze (1,0 un) =) i ‘L}?’
(KMM}’HOI‘GHH{)CTB) \ - S é&’
Pacreopurent saximme anTHpabuueckon KYABTYPans ok KOHLEHTPHPOBAKHOH B e 217 ABHPOBAHHOH
x CYXOH — BORA AT krbekunii, cepus No 2077 TRIIT _
I, | Onucanwe | Becuserias npospattian sumrocr b 023 3anaxa Becqseminnn npospuunan ycudxoemy de3 Jnaxy
2, pH } Ov50m070
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PENEPAJILHOE TOCYIAPCTRENHOE 810
HAYHILEE HO0TD ecaesongit i
/ {08819, Poccuticiny Denepanssy,

£opoa Mockna, noceneirne Mockoneruii,

KETHOE HAYGHOE YUPEHAEHTIE
pazpaboTn HNMYHOBRONS ek g APTUBDATOR UM,
rocitaox Hacrnryry BOMIGN LT, ROMOBagense 8, wonnye §

MLIL Yysaxous PAM,

Hazsaane: flacoopr

Dapam Aot [Te A H0-06-000

i Bepcum: 61

HuTpats! u durpuTat
Conu ammowsg

SN

| ATTECTAT AKKPERVTALIM HCTILITATENBHOM JABOPATOPHK (LEHTPA) M POCT RUO001.220811 I C‘I‘p. 2u32
- o £ 9,
3. Cyxoit DCTATOK He Sonee 0,001 % 0, 68086 9
4 BoccTanzagy UBEIOUIHE Pozonoe ORPAWHBARKE ORI NOMMHO COXpasaToLs
§ BEIECTRA Oxpeuincanue CoXpaitaemen
CILECT
- He nemicno 6ums nomyraem 8 TEHEHUE 0110
5. ¥ ronsusiit BHTHApUD '-Ia{:; ¥ o TTosymnenus pam

He nosmio norensracy romyBoe oxpatinsane
He Gonee 2 amicr/sin

Oxpaicusanin wem

mMeHee 2 mre/vn
8. | Xnopuer He Bonee 2 ar/sia Mmeree 2 mxzlyn
3. | Cynearu He Gonee 10 mir/ain Menee 10 mxz/vn
10. | Conu kamsuuz He Gonee 30 serfuin siesiee 30 mua/mn
11. | Cond tamensix meranmon | He Gone 0,5 surina menee 0,5 miczlan
Bacrepuanpune = i
12. T He 8onee 0,25 ED/vn meHee 0,25 E3/un
13, | Homusansssiii o6nen He menee Homutnalsoro (1,0 wr wa | a03y) REMEHES Roolaseigliozn
(L0 smnna | ooz}
14 Mexaumnteckys Domwen suizepwusars tpeGonatin Toes &
w BITIONS Hus PEOOCANIA 0l COMCUBaL
15. | Crepunasocrs Asonen Grern crepunsimm Lmepunen
Bokuyea no | zose (4.0 313 no Amoluitisan & aunyne Barwa o | nose (1.0 Mn 10 Auddtisaune) g
13 cekaa sapi HC-1 no OCT 64-2.485-25 s MTYRE 13 CTeKNA Mapkis HC-1 o OCT 64-2.483.85.
BHLTOMMHAIX 10 satecTay (no 1SO 9187-1-2011). Pactsopiriens (soaa ang HiseRWA) no 11 snp amMnyng
Pacrsopirtens (soas ana HHBCRIR) Ro §,] MA B avnyne 2 ereana sapkit HC-| o OCT 64-2.485-85,
8 Viakoska H3 creina Mapis HC-1 o QCT 64.2-485.85 ] Kostnaewt: | avnyna sz 1 3 aMrynmn
. AUATOFSIMHLIX (10 KaNeeTsY (ng (SO o187}, pacTBopHTens, [Tatt komnektos 5 TI4KE W3 KIPTOsA
! Brinycunior a KOMAACKTCS! | aMiayna sakiue i 1 «opoGoyara ¢ HHCTPYRUNEHT 70 fapHMeneia.
aMnyna pacmopiTean. Fint kommesTos 3 navKe 3 AMIYNE UMEIOT TOMKY AN% Bokpsitus,
KapTona xopodoutiorn & HACTDYRUHEH N0 NRUMCHeHHIO ¢ Baruuna cepi Ne 221 puinywena g KOMINCKTE ¢
HOMOM AMNYABHLIM Tpa teodxonuMocTy, ACTBOPICTEAEM Cepust No 207
Ha yrureTke annyan ¢ sarwiion YREILBAOT: TosapuL | Iy FTHRETRG aMAYNST C BaKIU10 YRIIANO: TONAPHE
3HAK, HAIBIRME NipenapzTa, crocos BBEACHI, HOMeR 3WEK, HAIBAHNE PEIABATE, C0COS BBCACHIS, HOMep
CEpHH, Zaty BLnyeKRa, KOMHUCETEO [0t B amnyne, o6nea CEpI, ATy DAITYCKA, KONIMECTHO 07 & amnyie, odsenm
OitHOM 2034t 8 M, EDOK FofHoCTH, L nmoast 8 sy, CHOK roaHocTs,
Ha dvuetxe annynt ¢ DECTRODHTCACM YKTBIRAIOT: Ha gmiseran smnynm ¢ pacTsopuTenes yrasamo:
TOBEPHBI SuaK, HasnaMue pasTapIres (pacTsopirrens TOBAP LT I4ax, Hiearke pacTooputeay {pacTnoprTens
BaKimnel aHTIpadicckod RYRBTYRRIBHOH BAKIUHLE aNThpadiiecko R RYnsTypanssHoi
KOHUSITPREOBANION OuieHioR HIAKTHR PO B MO HOHUCH TP HPOBAHROR DU uUICHION HURKTHRHPOBAL IO
CYNOH - Bona aan HHLERUMH), 0Fnem 6 p, HOMED CODMY, | CYXOiE - 502 ANk 5 TLERIHIT), 0Fves 5y, HOMED
AaTY BLUIYCKA, COOK TOAMOG T, CEDUSL, N8TA BAMITYCKD, CPOK POLHOCTI.
Ha navke yxasisator: TOBARHLIE 30AK, NONHOE i Ha niavge yremsane: Tosapsu AR, NOAUE
CORPALEHNOe HasBaRe UPOHZBOMHTCNA, afpec, nashatme GoRpaiCHROe HABWAHIE HpOIIBOANTENS, anpec,
HPLRAPATL, nERAPCTECHIYIO DOPMY, CrIocol npuMetenis, | nazoanse fipenapary, neKapeToenuas dopaa, cnocos
COCTRN HA O/IEY A03Y © yRASAHIUEN HAIBANI 1t VIPUMCHEHILE, COCTaY K2 DEHY 103y © yRasaes
NOAHUCCTBA AXTHBLOO XOMIONEITR 1t AEPSHIA HR3BAWMA | HAIBAMME U KOMIMEcTRA arrin HOTO KOMIIOHCHTD 4
BEROMOITTCHBHLIX SCIUGETE, KONMYCCTR0 aMnyn ¢ fIepeaeds HaABANHA 3CNOMOTATE ML HBIX BeeeTs,
17 Mapmpcwa BakynHol, xaﬂwrct'r_no 403 U0 BTOPHIHOR yrakoate, KOMIHLCTRO BMOYA C BaKINON, KQJU!‘N:CTEO A0 8o
i EORHMSCTNO0 103 11 OOBEM B 34 B satniyie ¢ BACWHON, BTOPRMIOH YRAKOUKE, KORHULETHO A0 # 06hem b wn g
OTeM GO 20361 8 AT, KoAMECTIE aMuyn ¢ amnyie & gakuson, ofnes opHOH AosH § MA,
POCTBORUTCASM 4 £10 OOWEM B MA & BhIIyHE, HoMEpR KONHYCETHO SMOYR C PACTROPHTENEM K €T OBbeM b Al i
Sepi, AaTS BLTIYCKE, CpoRY romnocTi BRRIGHEL AMILYIE, HOMUDA LRDHR, [ETel BHINYTKA, CPOKY FOAHOCTS
POTTBODITCRA, COpIRtLIf HoMap, GTIN, xoumponsisi BEKUHHAL 11 pacToopuTang, cepuiiandi Hosep, GTIN,
HASHTHdHR AN O H ML arak {KHM3), yenosia XPRHEHRA, ROHTDOABALIR MACHTHHURALHO WL 18K {KK3),
CCTCRINGHON, HOMED PErHCTPALIOHHGD YROCTOBCDCHUR, | YONOBIK XpRHCHILR, CCTEPIILHON, 1tOMEp
artpuxoaoit-on EAN, surnansuyn nGACCY KpacHoro PEFUCTRALIOMIOND YR0STOREpEHIIS, WTRHXOBOT-K0 8
HOSTA, NPCAYNPEARTEALILIS HAANHEL: «a KOMMREICTE © EAN, curianiss nonoca KpAacRoro uaera,
PACTEODITEACM ~ B0/ 18 BHBLKIH, «llpenapar ue HPCAYAPCAIIC AL e HAAGHAMSEA-ROMIIeRTe ¢
COREPHRIT KOHCEPBARTDS 1t ATraine Ty, «Xpasuts PECTBOPUTEIE - aq;gagmsf’-!rﬁzr{cgm}’;ﬁﬁf' COapaT He
HELOCTYIIION 418 ACTel MecTen, “PACTHORITS TR conepitT Kﬁsfcepﬁg@jﬁﬁ’#éiéﬁ& AP BX it
APUNACREMEIN DACTUCHHTRIEM ), «Ianopmiieanue ye HEAOCTYIHON gﬁ‘u’n\u P Meten, «Pac Bf@’m’ﬁ(i;:- HILKD
ACTYCRICTCRN, YEROBNS OTaYCKS 6NN NeteBio- ApIIAraeM LY dgﬁzz:(mncms, «3anopa inatiric e
npofinaRTIsecks 1 CRHHTARUO-NPOBHAARTHYCORHX nonyckaeTeAl ehdunn ommyEsaiLing nese z{p‘\'ﬁ;
YUPLICALIIY, KO YNEKOBKIL nped e Hackiy 1 CaRHTAPHG o aky u}gz“%ux
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