[KOAA BEPHA o

LTS LoAd a AO «OPTAT»

lytemnets k. OTaen KOHTPOS KAYECTBE
JlMUeH3Ms HA OCYLICCTRIICHHE TIPOM3BOACTBA JIEKAPCTRCHHLIX cpeacTa Ne 00058-JIC o 18.02.2022

157092, Kocrpomckas o6n., Cycanuucxuit pation, ¢. Ceneprioe, mxp-n. Xaputonoso, Ten.(4942) 650-806

TMacnopt Ne 296 ot 26.05.2022

[epbera® KOHUEHTPAT AJIS PHIOTOBJICHHS PACTBOPA A/ HHY3uil
420 mr/14 ma pnaxon X1 (nauka KapTOHHANH)

Ynakosano: AO «OPTAT», Poceun Howmep cepuu: H0563/1 [ara ynaxosxu: 02.05.2022
Koauuectso ynaxosok: 11 941 Jlata npoussoactaa: 11,2021 Toaew no: 11,2023
Mpousseaexo: Pow Anarnocruxe Fm6X, Mepmanus

Cepus npowssoautens: HO563

HT JIM 002034-220620, nam. Nel-4

Peructpaunonnoe yaocrosepetne JIM-002034 or 22.03.2013 (naTa 3amenbl 22.06.2020)

HaumenoBaHue
nokasartesieii Kadecrsa no TpeGopauus k xauecrsy no HJ Pe3ysbTaThl aHanuia
HA
Onncanne [lpospaunas wam onanecimpylomas Gecusernas wiM | OnaicCUMPYIONIAN CIIETKA KOPHUHCBATOTO LIBCTA
CIErKa KOPHYHCBATOrO 1BCTA MHIAKOCTD, WHIKOCTh
MoanunyuocTs
Kanuanapuotit 301unoii [ToAMHIOCTs JOMmKIA GLIThH MO/ITREPHRUICHA, TMoANHHHOCTE NOTREPHIIEHA
saexmpogiopes
[lpospaynocTe He Gonee sranona lII. Menee yragona 111
LiseTHoCTL [e Gonee sranona cpasuenuns Be. Meree yranona cpaniienng Be
pH 5,7-63 6,1
Mexannueckue BKIAWOEHUR
- GUONMBIC HaCIMUIb [Ipenapar 10axeH COOTBETCTBOBAT TPCGOBANHAM, [penapar coorscrerayer TpeboBauam
- HEEHOUMBLE YaCMUlbl Yacrun 2 10 mkm te Gonee 6000/ dmaxon; 19
Yacrui = 25 mkm ne Gonee 600/pnaron, 3
Hipaexaembiii 06bem He menee 14,0 ma 15,0 ma
OcMONANLHOCTD 112 - 208 MOcm/kr 158
Yucrora
1. MoaekynspHO-MaccoBoe
pacnpe/ic/icHue Ocnonuol nuk — ne Meuee 97,3 % (Ha Beiiyck);
Dekmosmonnas BOXX ne menee 96,7 % (Ha koHell CPOKa FoAHOCTH); 99.7
[Tukos HMWS —nie Goaee 1,5% (na muinyck);
2. [poduatk OCHOBHBIX TTHKOB He Gonee 1,7 % (Ha KoHEl CPOKA FoJIHOCTH) 0.2
HouoobGmennas BOXX [Tuxos LMWS - ne 6once 1,2 % (1a BLINYCK):
ne Gonee 1,6 % (1a Konen CpoKa FOJIHOCTH). 0.1
Ocuonnoll 4k — ne menee 45 %:; 68
«Kucnornuie PopMel - ne Gonee 43 % 18
CTepuasHocTs Tlpenapar A0/KeH BbITh CTEPHILHBIM. Crepunen
BaKkTepHaiLHble : He Goace 8 ED/ma Menee 8
IHAOTOKCHHBI
Cneunduieckas AKTHBHOCTb 0,70 - 1,30 x 104 (0,70 E4-1,30 E4) E/Umr 115 x 104
Benok 27.0 - 33,0 mr/mn 30,2
Ynaxkoska Ilo 420 mr/14 mMa npenapara so ¢uakon Gecusernoro (Ilo 420 wir/l4  ma  npenapara  BO daakone
crekna (rmaponvrnaecinit xnace 1E®), yxynopeinmit | Geeusernoro  crekna (ranponuridecknit  kaace
npoGkol w3 Gyruixkayuyka,  Aamunuposainoro | LE®), ykynopennom upoGkoi us OyTHAKAYHYKA.
drroprossepos, oGRATEIA ANOMHIHCBEIM KOJNAUKOM | TAMMHHPORAHHOTO  drroproauMepont, ofwarom
M 3AKpBITRH nAacTMAcCOBOH KPHINKOH KOPHYHCBOTO | AJIOMHHHEBHLIM KOJIMAYKOM " FAKPHITOM
usera. NAACTMACCOROH KPBIIKOH KOPHYHEBOTO HBCTA.
| daakoH ¢ npenaparoM MOMEIAIOT B [L1ACTUKOBLIN | | (IaKOH € NPEHApATOM TIOMEIICH B KAPTOHHbLIA
WIM  KapTOHHWH TOLIOH, KOTOPRM  BMecte  C | MOAIOH, KOTOpLH BMecTe € HHCTpYKIMEH 1o
MHCTPYKLMEH 110 NPHMCHETIMIO  TOMCINAIOT B | NPUMEHEHHIO TIOMEIUEHB! B KAPTORHYIO NAUKY.
KapTOHHYI0 NANKy M3 Kaproua s norpeSurensekod | C UEILIO KOHTPOAS NCPBOO BCKPLITHA HA NAvKy
taps noarpynn xposm-spian no NOCT 7933-89 s | HaxuiceHll CAMOKIICAIIMECS CTHKCPLI C JIOTOTHIIOM
HMIIOPTHONO, AQ «OPTAT.
C uenkid KOHTPOIS TEPROID RCKpwTH Ha nauky | Ha orukerke (nakona ¢ npenapatom  ykadaio:
HAK/ICHBAIOT CAMOKJICHIIMECH CTHMKEPh! ¢ JIONOTHIIOM | TOPIOBOC HAUMCHOBAITHE npcrapara®;

Crpannua | w32



HaumenoBanue

nokazaTtenell Kayecrsa no TpeGoBauna K xauecTBy no HIA PeyapTaThl aHannsa
HA
AO «OPTAT». nekapeTBeiian (hopma; MEXAYHApO oL
Mapkuposka Ha orukerke (aakona ¢ NpenapaToM  yKadeiBAIOT: | HEMATEHTOBAHHOE HAWMEHOBAHWE JcHCTBYIONMIETO
TOProBoe HauMcHoBanMe npenapara¥; JCKAPCTHCHIYIO | BOWECTBA; CoACpRKaHHe AeHCTRYIONIErD BEUIECTDA H
hopmy: MEHYHAPOHOE HenarewrosatHoe | 06beM  npenapata o aokone (420 mrf/l4 ma)
HAHMEHOBAHME ACHCTRYIOWIETO BEUECTBA; COACPMANME | JIOTOTHIT KOMNAHHH @ 2 «[lns BHyTPHBEHNONO

NeHCTBYIOUICr0  BEILECTBA M OOWEM (PCHAPATE  BO | BRCACHMA MOCAC PRIBEICHHA»; YCIOBHA XPAHCHHA;
thnaxore (420 Mr/14 Ma); JOFOTHIT KOMIBHHH s | npeaynpearTeabinie Haumuen (e BCTPAXHBETLY,
o/l BHYTPUBCHHOTO BECACHAA nocne pazsciactian; | «He 3amopamusaten);  nomep cepun*;  aara
YCAOBHA XPAHCHAAS NPSAYNPETHTENbHBIC HAAMKCH («He | npousBoACTBY; ARTA OKOHYAHWA CPOKE IOHOCTH
BCTPAXHBATHY, «He JAMOPDKHBATLER), HOMCP CepUM®; | (FOACH [0...), HAHCCCHBI BHYTPEHHHC 3aBOJACKHC
LATY NPOM3IBOJICTBA; JAATY OKOHMANMA CPOKA MOAHOCTH | KOJBL

(roaen 10...), moryr OuiTh Haucceilnl BHyrpennue | Ha kapronnoll nauke Ha pycckoM S3blke YKAlaHO:
IUBOJCKHE KO, TOProBoe HAUMCHOBANHE npenapara®;
Ha kapronnoft nauxe Ha PYCCKOM HILIKE YKalhIBAIOT! | JCKApCTRCHNAN thopma; MEHLYHAPOAHOE
TOProBOE HAMMEHOBEHHE Npenapara®; ICKaPCTBCHHYIO | HCMATCHTOBAHHOS HAMMEHOBAHME JAcHCTBYIOULETO
dopmy: MCHLYHAPOIHOE HENATCHTOBAHHOE | BENIECTRE, CoACPKanne ACHCTRYIONIEI0 BEIIECTBA H
HAHMECHOBANHE ACHCTBYIOWCTO BEMECTRA, coaepxanne | obbem npenapata so duakone (420 mr/14 ma);
AeieTayoulero  seuleetsa © 00LEM  UPENAPOTA  BO | KOAMMCCTHO (AKOHO® (peuApaTrd 8 YNAKOBKC)
Quakonie (420 mr/14 wma); koauwuecTso (pIAKOHOB | COCTAB NpENApPATA; KOHLCHTPAUMN npenapara i | M
npenapata B YNQKOBKE:  COCTAR  npenapata; | («kkonuenrpauHa neprysymaba 30 amr/sim); «fLs
KoHueHTpaMio npenapara 8 | M (CKOHUCHTPALMS | BHYTPHBEHHONO  BBEJACIHA  [OCAC  PA3BEACHHSN.
neprysymada 30 mrium):  «JUIS  BHYTPHBCHIONO | YCAOBHS XPAHCHHS: YCHOBHA OTIYCKa, HA3BAHHE
BBC/ICHHA  MOC/C PAIBCACHMAD: YCAOBHE Xpancuus; [ Gpupmsl, swisiomeics aaaacielem (Aepxarcies)
YCAOBHS  OTIYCKa: HazBanue QmpMu, SRASIOUICHCS | PErUCTPALMOHHOID  YIOCTOBCPCHHN, CIpaHa, M
URENTRITY (acpxarenenm) PErHCTPAIMONNOID | HAIBANME DHPMBI-ITPOUIBOAMTEIA, cTpana
YAOCTOBCpCHHA, cTpany. W uaspauue  dupmul- | (O Xopdmanm-Jls  Pow  Jhra.  lseHuapus
nponssonreas, crpaiy (.Xoddmann-JIx Pow Jira., | nponssciacro Pow duarvocruke MmGX, Fepyaius):
[lsekinapus npousseaese Pow Jlwarnoctrke 'mOX, | soroTun komnanuu : IOTOTHI H HAIRANME
TCepumanua);, norotan kominauiu (ua) © JOTOTHI M| npernpustns,  OCYIMIECTBASIOETO  YNAKOBKy
HAIBAHHC IPEANPUATHA, OCYUICCTRTHIONIErD YIAKOBKY | ynenapata b P® (A0 «OPTAT»), ero aipec,
npenapara 8 PO (AQ «OPTAT»), ero aapec, reaedot ¥ | renedion W (aKe; AOTOTHI M HASBANKE KOMIAHHH-
thaxe; AOroTHN i MAIBAINE KOMNAUHH-AHCTPHOLIOTOPA | nycTpHGLIoTOpa B PO (AOQ «P-Oapm»), e wipee,
8 P® (AO «P-@apw»). ee anpec, Tenedon, ake; | resedon, akc; «CTEPILHON; NPELYNPEAHTEIBIbIC

«Crepunbhon; NPCAYNDERHTELHBIE Wiy  undopmaunonnme  naanuc  («Cnocol
HHopMalHotibie  HAMNHCH («Croco0  NPUMCHENHA, | npumenems, 036 W MEPLI TPEIOCTOPOKUOCTH —
/036 M MCPhl NPEIOCTOPOKHOCTH  —  CMOTPH | eMOTPH HHCTPYKUMIO 110 TIPHMEHEHHION, «XPatiHTh
HHCTPYKUMIO 110 npHMenenwion,  «XpanuTh By yesnoctynwom  juts geredl mecren,  «He
HepocTynHoM aas acrch mecren, «lle serpxuaTLy, serpaxusarsy, «He  3amopmkusars»);  Homep

«He  3aMOpDKMBATLR).  HOMEP  CePUM*  JBTY | cepuu®; aara 1POMIBOACTEE; JATA OKOHYAHMS CPOKA
NPOMIBOACTRA; TY OKOH'MUHMA CPOKE MOAHOCTH (FOACH | roaocTH  (1ojeH  40...):  IUTPHX-KOX;  HOMCP
A0...);  WITPHX-KOA;  HOMCP  PETMCTPAUMONNOTO | DerycTpaiONHOTO  YAOCTOBEPEHMN;  HAleceHbl
YAOCTOBCPEHHS  (JONYCKACTCH  MANCCCHHE B | pyryTpeniue 3ABOACKHE KOJLL.

COOTHCTCTBMH € TPCOOBAHMAMM  JICHCTBYIOWIETO | JlonoAHMTEALHO A MAMKY HAHECEHa MH(OPMALS
JAKOHOAATENLCTBA); MOTYT GhiTh HANCCEHB! BUYTPCHHHC | 11 MOHWTOPHIIE JBWKCIMA  ACKAPCTBEHNHOIO

JABOACKHE KOLBL. TPENApaTd  OT  NPOM3BOAMTCAS IO KOHCYHOPO
JlonominTeabho Ha nauky MokCT OuiTh  HAHECEHA | norpeurens.

l'i“fl}UpMﬂHﬁ’ Juis MOHHTOPHHIE JBHKCHHA | » HOMep CepHH TNIPOH3BO/MTENA JIOTIOJIHEH
JICKAPCTRCHHOTO  Npenapara o7  NPOHIBOINTCA IO jydponLIN KOJAOM, TPUCBOSHHBIM YHAKOBILHKOM,
KoHeuHoro norpeburens,

* HOMEP CCPHH NMPOHIBOANTEIS MOKCT GbiTs A0NONHEH
UM POBLIM KOJIOM, NPHCBOCHHLIM YNIAKOBIIHKOM.

Xpaueune Ilpn remneparype 2-8 ° C B 30IIMILCHHOM OT CBETA CooreeTcTByer
MecTe
Cpok rojinocTy 2 rosa lonen no: 11.2023

3akmoyenue: Mpenapat [lepbera® KOHUEHTPAT A NPHTOTOB/IEHHS pacTBOpa AAA HEY3Hii 420 mr/14 ma
¢paakon x1 (mauka kapronuas) cepus H0563/1, ynaxosaunsiii AO «<OPTAT», Poccus, coorBercryer TpeGoBannum
H/ JIIT 002034-220620, u3m. Nel-4

HavanabHHK 0TAE12 KOHTPOAS KauecTsa Fynosa E.A

KON BEPHA

 atosaess o
Ytenceets 5 A




¢

FEAEPAABHAR CAYXKBA O HAAIOPY

B UPEPE 3APABOOXPAHEHMA

«CBefeHuAa o BBoge B rpaxgaHckuini obopoT B Poccuinckon degepaummn neKapCTBeHHbIX
CpeacTB NO COCTOAHMIO Ha 28.05.2022 11:39»

—_— Opraamanss,

Hara pHeCeHHA B [ponssomrens Homep Homep, nara
AHC ==“..“W “auwt—-a (BuImycKamui Crpauna CeeneHns 0 cTANHAX POHIBOACTRA m““u”._n-..ﬂmunu S i #u CEpPHH, Ppa3peilieHHs
Pocanpasnamopa : KOHTPOAB) Rox v ® oBopar NapTHH Ha HJIII

Pom Jnarnoctike FmoX, Mepmanmus o
Tepbera®; KoHueHTpaT (Tpoussoamrens (rotosoit JIP)); Pow h‘ﬂ.oﬁcwaauromno. sux‘.
. 2 Nel g JIT1-002034-220620;
JULA MPHIOTOBACHHA ARumonepioe Iuarnoctike I'mMOX, Mepmanua Hav. N2 &
27.05.2022 PG AMRRIRE | oo Poccug | (YPaKomm/acomm (s nepaismy |y 15034 220620; Hase AO "OPTAT" Hosex1 | -
05.2022 420 mr/l4 mn 1 mr. (14 "OPTAT" (AO YTAKOBKY)): AKUHORCPHOE o5LIECTBO N3 .m:.‘co acu.ﬁnwcoum. L
ma), ¢nakons (1). "OPTAT") "OPTAT" (AO "OPTAT"), Poccus =.uxn Ned - ’
AauKkH KapTOHHwC/ ~ (¥ narosmuk/chacosimux JII-002034-220620

(BTOpHYHAA/TPECTHYHAA YTIAKOBKaA))




