g ; 4;} ’*":
!

} |
\d"i

AO «OPTAT»
OTaen KOHTpPOJIS KaYecTBa

O2COM-KO07000-39-07

Jinnenang Ha oCymecTBACHHE NPOHIBOICTSA JCKAPCTBEHTILX cpeacTs Ne JI012-00102-77/00006754 or 30.05.2022
157092, Kocrpomcxan 06.1., Cycannnckuit paros, ¢. Ceneproe, mxp. Xaputonoso, 8 (4942) 650-805

HNacnopr Ne337 o7 01.07.2022

Kaxcuna® nnoguansaT 218 NpRroToB/IeHHs KOHIEHTPATA
AJisi IPHTOTOB/ACHUA pacTBOpa Aas nudy3ai 100 mr (daakon) X1 (nauxka kapronnas)

Ynakosano: AQ «OPTAT», Poccus
Konuuectso ynaxosok: 15918

Homep cepun: B2809/1
Jara nponssoactsa: 11.2021

Ipousseaeno: ®. Xoddpmaun-Jiz Pomw Jra., Ieelinapas
HJ JIN-002692-091017, nam. Nel1-§
Peructpaunonnoe ynocrosepense JIIT-002692 or 31.10.2014 (zaTa sament: 21.10.2020)

Jara ynaxopku: 16.06.2022
I'open no: 11,2024
Cepus npouasoanTens: B2809

HPOJPSHHOCTD: pacTeopa

BOJE VIR HHBEKUHHA B Teuenne He Gonee 10 Mus,

He Gonee sTanoua II1.

Menee stanona [[]

Heernocrs pacteops | He Gonee okpaie, weM atanos Be. Mesee ranoxa Be
pH pacreopa 47-53 5,1
Mexanuyeckne
BKJIIOYCHHS
- guoumuie yacmuysl [lpenapar Jonken cOOTBETCTBOBATE TPeGOBAHMAM Buiaepxusaet TpeGoBaHuA
— HeguduMble Yacmuytl Yactuu 2 10 mxm ne Gonee 6000/pnakon; 77 vacTuu/pnaxon
Yactan > 25 Mxu He Gonee 600/¢uaxon. 4 qacTHUR/hNakoH
Conepsxanne Boab! He Gonee 4,0 % 0,9 %
OcMONENLROCTE 157 - 261 mOcn/xr 214 mOcm/kr
Yuctora
1.3xcmoanonnas BIXX OcHonuoli nHK — He Menee 96,0 %; 98.2%
Cyuma HMWS mmxos - He Gonee 4,0 % 1,8 %
2. O6pawenno-pazosan | OtHowenne manell cpofoanuX MefTAHIHHOMIOB 0.7%
B3XX K cymMe Modelt Bcex mejtransunonjon: He Gonee
5,0 % (npu Beimycke): He Gonee 6,0 % (B TeucHHe
CPOKA FOJHOCTH).
CrepuabHOCTh [penapar AomkeH OHTH CTEPIIBHEM CrepunbHulli
BakTepHanbHbie He Gonee 9,0 ED/Mn Menee 9,0 E?/ma
IHAOTOKCHHbLI
Creunduyeckan 0,80 -1,20 <10* Ell/mr (0.8-1,2E4 EJl/mr) 1,1 X 10* Ell'mr
AKTHBHOCTE ;

HaumenoBanue
nokazaresell kavecrsa Tpebosaunn k xavectsy no HJ PeiynbTarnl ananuia
no HI
Onucanue MNopucTas macca, ymnoTHesnas B TaGnerxy, | [lopuctan macca, yrioTHenHas B 1abneTky,
HHOrZA B BuAe oTuehnsHuix uactedi Tanerxu, | Genoro umera.
Genoro win noyt Genoro usera.
BoccraHoBNeHHBH pacTeop - npo3paudkii WM | Boccmanoalennwii  pacmeop -  CHErka
caersa onanecumpyiomui, GecuseTHwil win c© | onaneciHpylommi, GecuseTHuH pacTop.
KOPHYHEBATHIM OTTCHKOM PAacTBOp
TMoarHHHOCTS IMoATMHHOCTS A0MKHE GbITh NOATBEPKACHA CootseTcTayeT
Bpema pacTBopeHHs MNpenapaT NOMKEH TONAOCTBIO PACTBOPHTLCA B I MunyTa
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Haumempanue
noxkasatenel xasecTsa
no HI1

TpeGosarna k kauwecTsy no. HJ

PesynbTatsl aHamia

Beaok
DAR (morsiproe
COOTHOMCHHE
DM 1/rpacrysymaG)
Ynakoska

Mapiuposka

95 - 117 mr/dinaxon
32-38

[To 100 mr tpacTysymaGa 3MTan3uua BO QNAKOH
Gecupertoro crexna (rumponntivecknit xnace |
E®), ykynopenuuit npobxoli w3 Gymwnkayyyka,
NaMUHUpoBaHHOrO  ropnonumepom, ofwarit
AUOMHHHEBBIM  KOANAYKOM W 3aKphIThii
NAaCTMaccoBOM KpPLIKO#H,

|  dumakon ¢ npenapatoM nomemaloT 8
nnacTHkoBblfl HNH KAPTOHHLIA NOANOH, XOTOpPHIH

BMECT® ¢ HMHCTpyKuned no  nNpHMEHEHHIO
NOMECLIAIOT B  Nauky W3 KapToHa =~ 4ns
norpeGuTeNbCKOM TApE! MOArpYNN XpoM-3piall no
FOCT 7933-89 wiu umnoprroro

C uenbl0 KOHTPOAA MEPBONO BCKPHITHA HA NAYKy
HAKIEUBAIOT  CEMOKNGALIMECH  CTHKEp €
aorotunoM AQ «OPTAT».

Ha sTuketke dmiakoHa ¢ npenapatoM YyKa3aHO:
TOProBOE  HAMMEHOBAHME  npermapara  °,
JIeKapCTBEHHYIO popwmy, MENRIYHAPOIHOE
HENATEHTOBAHHOS HAUMEHOBAHHe AchcTylotiero
BellecTsa, coacpxaHue AcHCTBYIOWEro e

80 (haaxone (100 Mr), nOroTHN KOMNAHMK ,
«JIna BHYTPHBEHHBIX
uHYyIHH nocne BOCCTAHOBJICHHA H

nocaeayowero  paibapneHnan,  «CTepHALHO»,
YCOBHA XPaHCHHUA, NPEaYNPEIRTENLHYIO HAINHCH
(«He 3amopakusaTe»), naty NpoHIBOACTBA, NATY
OKOHYAHHA CPOKA rOAHOCTH (ronex 1o ...).
HOMED CEpPHH.

Ha «kaprouHolf nauke yKkaibiBalOT: TOProsoe
HAaUMEHOBaHWEC Mipenapata *, neEKapCTBEHHYIO
dopmy.  MEKOYHAPOZAHOE  HENATEHTOBAHHOE
HEMMEHOBAHHE nefictayiouero BELIECTBS,
conepkanue  AeficTBylollero  BeLeCTBa  BO
¢aakoHe (100 wMr), konuyecteo (MakoHoB B
ynakoBKe, COCTaR mNpenapara; KOHUEHTPALHID
npernapata 8 | ma («1 Mn soccTaHoRNEHHOTO
pacTeopa conepwutr 20 wMr TpacTysymaba
MTaHIMHAR ), «Jlna  BHyTpHBeHHBIX HH(YIMH
Mocne  BOCCTAHOBNCHHA M MOCNEAYIOMWETO
pasbasaenna», yCNOBHS  XpaHEHHN, YCAOBHA
OTnyCKa, Ha3lBauue  Gupmbl,  ABNAOWEHCH
pnajgenbuem (aepwartencm) perucTpauHoHHOro
YOOCTOBEPEHHA, CTPaKy, H HalBaHue HHPMb-
npowisoautean, crpany, (O.Xoddmanu-J1a Pow
Jta, Uleeituapua), noroTMn MW HalBauHe
NPENNPHATHA,  OCYLLECTBAAIOILErO  YNAKOBKY
npenapata 8 PO (AO «OPTAT»), ero anpec,
're.necbou H cba:c, JIOrOTHN H HA3BAHHE KOMMAHUH~
auctpubeiotopa B PO (AO «P-Dapu»), ee anpec,
teneor, axc, norovun kommaHuM Roche,
«CrepribHon, npeAynpeanTebHbIC ]
HHOOPMALIHOHHBIE HaIMCH («Cnocob
NPHMCHEHHA, 036l H MEPh NPEAOCTOPOMHOCTH -
CMOTPH  MHCTPYKUMIO 1O TIPHMEHEHMION,
«XpaHuTh B HEAOCTYHOM [nA aeTel mecTen, «He
3aMOpaXHBaTL»), HOMEP CepHH (HOMEP CepwHH
NPOH3BOIMTENA AOMNOAHACTCA UMPOBLIM KOAOM,
NPHCBOCHHBIM YURKOBLUMKOM): naty
OPOM3BOACTBA, OBTY OKOHYAHHA CPOKA INOMHOCTH

107 mr/aaxon
35

[To 100 mr Ttpactysymaba IMTaHIMHA BO
bnakone fecuseTHoro cTeKna
(ruapoauTHyeckui Knace l E®D),
ykynopensom npoSkolt u3  Gyruakayuyka,
JaMHEHpOBaNHOro dropnoauMepoM, oGaarom
ALOMHHHEBLM  KOALIBYKOM H  3JAKPhITOM
IUIACTMACCOBOM KPBIWKOH.

1 d¢makon ¢ npenapatoM nomelleH B
KapToHHLIE  noanon, KoTopuif  BMecTe
THCTPYXLUHER MO TNpPHMCHEHWIO TIOMELLCH B
nauky Wi kaproHa anm norpeburentnckofi Tapel.
C LeABIO KOHTPOJH NEPBOr0 BCKPLITHA HA
TAYKY HAKNEEHB CAMOKIERIUMECR CTHEEPSI C
aorotunoM AQ «OPTAT»,

Ha sruketke nakona ¢ npenaparoM yxa3aHo:
TOProBOE  HAMMEHOBAHME mnpenapata  *,
nexkapcTaeHHat  opMa,  MeXAYHApPONHOE
HenareHToBaHHOe HaHMEHOBaHHE
ZelicTBYIOLIErO  BELIECTBA,  COACPHEHHE
AeficTRylOlEro  BeluecTea B8O uiakoue
{100 Mr), noroTin koMnNaHuW

«Jins BHyTpUBEHHMX HHYIHH nocne
BOCCTAHOBJICHUA H nocyeyIoLero
pasbapnenunar,  «CTepHnbHO»,  YCNOBHA
XPAHEHHA,  NPEAYNPENHTENbHAR  HANNHCH
(«He 3amopamxusarteh), 1aTa NPOHIBOACTSA,
0aTta OKOHYAHHA CpOKa TONHOCTH (rofeH
10 ...), HOMEP CEPHM.
Ha xapronHofl nauxe ykaiawsi; Topromoe
HAMMEHOBaWe npenapava ¥, NekapcTBeHHAn
(bopMa, MEXAYHAPOLHOE HEMATEHTOBAHHOE
HauMeHoBanWe  aelCTBYIOUIErD  BewlecTsa,
colepkaHne [OelCTBYIOWErD BELIECTBA BO
¢naxone (100 wr), KonHuecTBO (RAKOHOB B
YIAKOBKE; COCTAB NPEnapara; KOHUEHTPAuMs
npenapata B | ma («l M1 BOCCTAHOBACHHOTO
pactsopa coaepkut 20 Mr Tpactysymaba
IMTAHIHHAR ), «JIna BHYTpHBEHHBIX WHGYIHH
nocne BOCCTAHOBAGHHA M NOCAEAYIOLIEro
pa3barneHHA», YCNOBHMA XPAHEHHA, YCIOBHA
OTycka, HalBaHHe GupMbL, ARTmOWelcs
BlIAJeNbUEM (AepiKareneM) perucTpausOHHOIO
YIOCTOBEPEHHA, CTPAHA, M HA3BaHHE (upMbi-
npoxlsoantens, cipawa, (O .Xoddmauu-jin
Pow Jita., Wseliuapns), norotin W HalpaHKe
[PEANPHATHA, OCYWECTRINIOWICIO YIAKOBKY
npenapara B PO (AO «OPTAT»), ero agpec,
Tenepor u daxc, nOroTHn W HAIBAHHE
xoMmpanuu-aucTpubuioropa 8 PO (AO «P-
DapM»), ee anpec, TenedoH, dakc, JOroTHN
KOMNAHKH Roche, «CTepunbHO»,
npenynpenuvTensibie W HHGOPMALMOHHLIE
Haanuck («Cnocol npumenenus, 1036 # MEPH
MPeAOCTOPOKHOCTH » CMOTPH HHCTPYKUHIO 110
NpHMEHEHHIO», «XPaHMTh B HEAOCTYMHOM JULA
neteit mecten, «He 3amopaxmsatsn), HoMeEp
cepid  (HOMEp  CEpHH  POM3BOAMTENSA
OONOJIHEH UM(POBHIM KOJOM, NMPHCBOEHHBIM
YNAaKOBIUIHKOM), NlaTa npOM3BOACTBA, JaTa
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Haumenopatne

noxazateneil xauecrsa TpeGorauns x xauecTsy no HJ PeayanTaTsl aHANU3a
no HJ
(ronen 20...), WITPHX-KOA, HOMED | OKOHYRHHA CPOKA TIOOHOCTH (rojed no...),
PeTHCTPALMOHHOID YAOCTOBEPEHMA, BHYTPEHHHE | WITPHX-KOL, HOMEp PerucTpaiOHHOro
33BOJCKHE KOIBI, YAOCTOBEPEHHS, BHYTPEHHHE TABOACKHE KOJILI.

Jononmurensio  mower  GwThb  HaweceHa | JONOTHHTENBHO HaneceHa HudopMums s
MHQODMAUHA INA  MOHWTOPHHIa  JBWKEHUS | MOHMTODMHIE  JBHIKCHHA NEKAPCTBEHHOTO
JICKAPCTBEHHOrO MPENapaTa OT NPOHIBOAMTENA HO | NPENAPATA OT NPOHIBOAHTENR [0 KOHETHOTD

KOHEYHOro notpeburens. notpedurens,
YcnoBum xpaHenns Ipu Temneparype 2-8°C CooTsercrayer
Cpok roanocri 3 rona Toaew no: 11.2024

daxmovenwe: Tlpenapar Kaicuaa® ANOPUANIAT JNS NPHTOTOB/MEHHS KOBUEHTDATA AAN HPHTOTORNICARS
pacrsopa aas Audy3uii 100 Mr (paraon) X1 (nawks kaprounas) cepus B2809/1, ynaxopauunili AQ «OPTAT»,
Poccns, cootsercrayer rpeSosanuum HJ JINT-002692-091017, mam. Nel-5.

Havyansaux oTneaa KOHTPOIE KAYeCTBa

KO BEPHA
010X Lotz U
Zj%‘&ln@‘fzf .
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DEAEPAABHAS CAYXEA IO HAAZ0PY

B OPEPE ZAPABOOXPAHEHMA

«CBefeHunA 0 BBOAE B rpaxaaHckuim obopoT B Poccuitckoin depepaunm neKapCTBeHHbIX
CpeacTB no cocrtoaHuio Ha 03.07.2022 09:31»

Opranmanua,
Jlara pnecennn 8 Top MMpon3soauTens Hopat i sumy i Homep Homep, nara
AHC o e (BbiTyckalomul Crpana CeefieHHs 0 CTAINAX NPOHIBOLCTEA & CepHH, paspellleHHA
Pocanpasnamopa KOHTPONB) ORI oL cmoh _...S. NapTHH na HJIII
&. Xodbmann-Jia Pom Jlta.,
Kancuna®; nuodunmsar JI1-002692-091017; Ham. Nel
ARS ApHOTORNCHILN Wisciiuapua (Tpowsaomrens (rotosolt | 'y 167605 091017; Haw.
s AKUHOHEpHOE JID)); . Xoddmann-Jls Pow Jra., g
HUCHTPaTa ANs SEDRE TR0 MiscAnapess (Vaskosapa/dacoanes (5 Ne2 k JI1-002692-091017;
01.07.2022 NPHrOTOBACHHA "OPTAT" (AQ Poccus AEPREIYD YRKDRXY)): o Ham. Ne3 k AO "OPTAT" B2809/1
pacTBopa ans HHpysui "OPTAT") 5 *OPTAT" (AD ..01._._},_.._ ) JI1-002692-091017; Ham. Ned

100 mr 1 ., dprakons
(1), nauxu KapToHHbIe/ ~

Poccus (Y nakosusik/dacosmmx
(BTOpHUYHAR/TPETHYHAS YNAKOBKA))

x JIM-002692-091017; Ham.
Ne5 k JIM1-002692-091017




