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HaumenosaHue npenapata no HA

Homep cepum

1150911

Aarta npouasogerea 04.03.2021
Oara ynakoeku 19.10.2021

AHanuzbi/mcnbiTaHun NpoBegeHbl B COOTBETCTBMU C HA,

lfopen ao 09.2022

@ COII-BIT-OKK-685 A.2

Crp. 1 u3 4
Macnopt Ne 040000277086
CropsaHTa®, cycreH3mna ANA SHAOTPAXeanbHOro BBEAEHMA 25 mr/mn
Konuuectso npoayKuum B cepum (T.ynak) 1,999

H4 NN-002721-120819, u3m. Nol,2

Oata HanmeHoeaHue Tpe6osanua HA, PeaynbTathl aHanM308B/McnbiTaHUii
aHanusa nokasarenei
20.10.2021 OnucaHue Henpo3spa4Han MKAKOCT OT NOYTH Benoro o CooTeetcrayer
CBET/IO-KOPUYHEBOrO LBeTa Henpospayrans wuAaKoCTs Nout Genaro
LBera
19.10.2021 MoanHHHOCTD BennumuHa Rf ocHOBHOrO NATHA Ha MoaTeepskaaeTca
XPOMTOrpamMme WCMbITYEMOrO DacTBOPa A0MKHa
COOTBETCTBOBaTL BenuuuHe Rf natHa
AunansmutonndochaTnamaxonmHa Ha
XpomaTtorpamme cTaH4apTHOro pacTeopa
19.10.2021 pH 016,2807,6 7.2
19.10.2021 M3pnekaemsiit obvem He MeHee HOMWHaNLHOrO CoorsetcTayer
19.10.2021 NusodocdatManAxonuH He 6onee 1,2 mr/mn 0,3 mr/mn
19.10.2021 TAMensie METaNNbI He Bonee 3 mkr/mn MeHee 3 mkr/mn
19.10.2021 OcTaTo4Hbie He 6onee 0,05 mr/mn Menee 0,05 mr/mn
OpraHuyeckue
pacTsoputenu: Metanon
19.10.2021 QOcTaTtouHble He 6onee 1,0 mr/mn Menee 1,0 mr/mn
opraHuYeckue
PacTBOPUTENU: 3TAHON
19.10.2021 OcTatouHble He 6onee 0,005 mr/mn Menee 0,005 mr/mn
opraHu4ecKkue
pacreopuTenu:
Xnopopopm
19.10.2021 OcTaTouHble He 6onee 0,025 mr/mn Menee 0,025 mr/mn
OpraHuyeckme
pacTeopuTenu:
3TMnauerat
19.10.2021 CBo60AHbIE MUPHBIE Ot 1,40 mr/mn go 3,50 mr/mn 2,40 mr/mn
KMCNOTbI
19.10.2021 AWHachILEHHbINA Ot 11,0 mr/mn po 15,5 mr/mn 14,3 mr/mn
docdatmamunxonmm
19.10.2021 Tpurnuuepuabl 070,50 mr/mn go 1,75 mr/mn 1,51 mr/mn
19.10.2021 Benok 0t 0,10 mr/mn o 0,40 mr/mn 0,16 mr/mn
19.10.2021 HaTpusa xnopua, Ot 7,65 mr/mn go 10,35 mr/mn (ot 85,0 % no 94,8 %
115,0 % OT 33ABNEHHOrO KOAMYecTsa)




@ COTI1-BIT-OKK-685 A.2

Ctp. 2 uz 4

NacnopT Ne 040000277086

CropsanTa®, CycneH3ua AnA IHAOTPaxeanbHoro
BBEAEHWA 25 Mr/mn

Cepwma; 1150911

19.10.2021

OpHopogHOCTL
A03UPOBaHUA

KoHueHTpauwa ¢ocdonnnmaos 8 Kamaom u3
AECATU GNAKOHOB AONMKHA COCTaBNATL 85,0 —
115,0 % OT 3aABNEHHOrO KONWYECTBA,
OTHOCUTENBHOE CTaHAAPTHOE OTKNOHEHME He
6onee 6,0 %. ECM KOHLEHTPALMA B OAHOM M3
$NaKoHOB BbIXOAMT 33 rPaHMULI AMana3oHa 85,0 —
115,0 % OT 32ABAEHHOIO KO/IMYECTBA, U KK B
OAHOM PNAKOHE KOHUEHTPaUMA HOCHONMNMAOB He
BbIXO4MT 33 rpaHMUbl AManasoHa 75,0-125,0%
0T 3aABNEHHOIO KONMYECTBa, UK eCU
OTHOCKTENbHOE CTAaHAAPTHOE OTHAOHEHWe
npesbiwaer 6,0 %, a Takke B C/ydae, Koraa
BbINOAHAKTCA 06@ 3TUX YCNOBMA, NPOBOAAT
A0NONHMTENbHOE TECTMPOBaHWe Ha 20 ¢pnakoHax.
MNpenapat cootseTcTBYeT TpeBOBaHMAM, eCnu
KOHUEeHTpauma ¢ochonmnuaos BbIXOLMT 3a
rpaHMubl guanasoHa 85,0 - 115,0 % or
32AB/1IEHHOrO KONMYeCcT8a He Bonee Yem 8 0AHOM
13 30 GNakOHOB U HM B 0AHOM M3 30 GNaKoHOB
KOHUEHTPaUWA pochONMNUA0E HE BbIXOAMT 33
rpasmupl gmanasoHa 75,0 - 125,0 % ot
38ABNEHHOrO KOMYECTBa M OTHOCUTENIbHOE
CTaHOapTHOE OTKNOHEeHWe He npesbiwaer 7,8 %.
RSD. KoHueHTpauus ocdonmnuaos B kamaom w3
AECATH GNaKOHOB AOMMHE coCTasnATh 85,0 —
115,0 % 0T 3aABNEHHOrO KONMYEcTBa,
OTHOCHTENBHOE CTAHA3PTHOE OTKNOHEHUWE He
6onee 6,0 %. Ecnn KOHUEHTPALMA B OAHOM M3
$NaKOHOB BbIXOAWT 33 rpaHWUbl AnanasoHa 85,0 =
115,0 % OT 338BNEHHOIO KOAWYECTBA, U HW B
0AHOM dNaKoHe KOHUEHTpauus pochonmnuaos He
BbIXOAMT 33 rpaHMUbl AManasona 750-125,0%
OT 32ABNEHHOTO KONMYECTBA, MK ecnu
OTHOCHTENbHOE CTaHaa PTHOE OTKNOHEHUWe
npesbiwaer 6,0 %, a Takmke B cayYae, korga
BbINO/HAKTCA 06a 3TUX YCN0BMA, NPOBOAAT
AONONHUTENBHOE TECTMPOBaHKE Ha 20 GnakoHax.
Npenapar cooteetcTayeT TpeboBaHKAM, ecau
KOHUEHTPauma Gochonunuaos BLIXOAMT 3a
rpaHuubl guanasoHa 85,0-115,0 % ot
3aABJIEHHOTO KONWYecTea He Bonee yem B 0OHOM
13 30 pNaKkoHOB U HW B ogHOM 13 30 pnakoHos
KOHUEeHTpauua GocGonmnuaos He BbIXoaUT 3a
rpaHuubl guanasona 75,0 - 125,0 % ot
33aAB/IEHHOrO KOMIMYECTBA U OTHOCUTE/LHOE
CTaHAAPTHOE OTKNOHEHMWE He npeBbiwaeT 7,8 %.

CooTseTcTByeT

0.4 %

19.10.2021

CTepuAbHOCTD

Npenapar AonmeH BbiTb CTEPUALHbIM

CrepunbHbIN

15.10.2021

BaktepuanbHble
3H/A0TOKCUHbI

He 6onee 0,625 E3/mn

Menee 0,540 E3/mn

19.10.2021

KonuyecreeHHoe
onpeneneHue (cymma
docdonmnuaos)

O190,0% no 115,0% 0T 3aRBNEHHOrO KOAMYECTsa

100,9 %

19.10.2021

NosepxHocTHaR
AKTUBHOCTL

MUHUManbHOE NOBEPXHOCTHOE HATAMEHME
O0/KHO COCTaBNATb MmeHee 8,0 AuH/cm

3,2 OnH/cm

20.10.2021

Ynakoeka

Mo 4 ma nnu no 8 mn npenapata Bo GpAaKkoH 13
npo3pa4Horo becugeTHoro crexkna Tna | (Esp.®.)
BMECTUMOCTbLIO 10 MA MAK 21 mMn, COOTBETCTBEHHO.,
Kaswap# gnakoH ykynopeH ranobytunosoil
NPOGKOW ¢ TehIOHOBLIM NOKPBLITUEM, M CEKaT
aNOMHUHMEBLIM KONMAYKOM C NA3CTUKOBOM
KpbIWKOK. Mo oaHomy dnakoHy emecTe ¢

MHCTPYKUKER NO NPUMEHEHMIO B KAPTOHHOM NauKe.

CooTtsercrayer

Mo 4 mn npenapata 80 hnakox u3
npo3payHoro BeCUBETHOIO CTekna TUNa |
BMecTMMOCTbO 10 ma. Kawapiid dnakow
yKynopeH ranobyTunosow npobroit ¢
TedpNOHOBLIM NOKPLITMEM, U OBKAT
ANOMHUHKMEBDBIM KONNA4YKOM C
NNACTUKOBOM KPbIWKOW. Mo ogHoMy
$NaKoHy BMECTE C MHCTPYKUMeH no
NPUMEHEHWIO B KADTOHHOMW Nayke.,




D COIT-BIT-OKK-685 A.2

Crp. 3u3 4

Nacnopt Ne 040000277086

ClopBaHTa®, cycnen3na ans 3HA0TPaxeanbHoro
BBeAEHUA 25 mr/mn

Cepua: 1150911

20,10.2021 MapknpoBka Ha aTukeTke GpnakoHa Ha pycckom A3sike CooTeetcrayer
YKa3blBAIOT: TOProBOE HAMMEHOBAHME C Ha atukeTke prakoHa Ha PYCCKOM 83bIKe
npeaynpeanTensHoi Mapkuposkoi ®, YKa3aHbl: TOProBOE HAMMEHOBaHWeE C
TPYNAWPOBOYHOE HaMMeHOBaHMe «BepaKTaHTy, NpeaynpeauTensHoi Mapkmuposkoi @,
A03KUpOBKY, NneKapcTBeHHYIO Gopmy, 06bem FPYNNUPOBOYHOE HAWMEHOBAHME
npenapata Bo pnakoHe, HOMep Cepuu, AaTy «BepakTaHT», 403MPOBKa,
MCTEYEHMA CPOKA FOAHOCTH, BHYTPEHHMIA Kop, NeKkapcTeeHHas Gopma, obvem
NPOAYKTa, NOroTMN KomnaHuu I66BK (Ha npenapara 8O GrakoHe, HOMEP Cepum,
AHINMIACKOM A3bIKE); AONONHUTENBHO moryt £3Ta UCTEYEHMA CPOKA rOAHOCTH,
HaHOCUTLCA NPOM3BOACTBEHHBIE KOABI. BHYTPEHHMWI KOA NPOAYKTA, NOrOTMA
Ha nauke Ha pycckom A3bike yKasbisalorT: TOprosoe KOMMaHuK 366Bu (Ha aHrnuitckom
HanMeHOBaHWe C NpedynpeanTenbHOM A3bIKE); ACNONHUTENBHO HaHeceH
M3PKMPOBKOW ®, rpYNNMPOBOYHOE HAMMEHOBAHME NPOU3BOACTBEHHbIA KOA,.
«bepaktaHT», 403MpPOBKY, NleKapcTeeHHYI0 dopmy, Ha nayke Ha pycckom Aabike yrasatisi:
YCNOBWA XPaHEHWA, YCNOBUA OTNYCKA, COCTaB Ha 1 TOProBOE HaWMEeHOoBaHWe ¢
MA npenapara, o6vem npenapata BC GnakoHe, NPeaynpeauTenbHoM MapkMpoekoi ®,
NPeAynpexaaoumMe HaanucK: «XpaHuTs 8 TRYNNMPOBOYHOE HAMMEHOBaHME
HEAoCTYNHOM ONA aetei mecTen, « CrepunbHO», «BepakTaHT, A03UPOBKa,
«[l031POBKa M CNOCOB NPUMEHEHMA YKa3aHb! 8 NexkapcTBeHHas Gopma, yenosus
NPUNAraeMOoR MHCTPYKUMM », HAUMEHOBAHME W XPaHEHWA, YCNOBWA OTNYCKA, COCTas Ha 1
CTPaHy NpoM3BOAMTENA, HOMEP Cepuu, aaTy mnnpenapata, 06bem npenapara 8o
MPOM3BOACTBA, AATY UCTEYEHWA CPOKA FOAHOCTH, dnaxoHe, Npesynpemaaowme HaanucK:
WTPUX-KOA, HOMEP PerucTpayMeHHOro «XpaHWTL B HEAOCTYNHOM AnA feTell
YAOCTOBEPEHMA, BHYTPEHHUI KOA NPOAYKTa, mecTen, «CTepuabHo», «103MpoBKa u
I0roTUN KoMnaHuu 366Bu (Ha aHrnuickom €Nocob NpMMEeHEHMA yKa3aHbl B
A3bIKE), HAMMEHOBaHWe OpraHM3auuu, MPUNAraEMON MHCTPYKUMM Y,
OCYLLECTBAAKOLLEH BTOPHUYHYIO YNaKoBKY 1 HaWMEHOBAHME M CTpaHa
BbINYCKAIOLWMA KOHTPOAL Ka4ecTBa, ee NOroTHA, Npon3soauTens, HOMep cepuu, nata
aapec, TenedoH/dakc v agpec seb-caiita, NPOM3BOACTBA, [aTa UCTEYEHUA CPOKa
bapmakon; AoNCAHUTENLHO MOTYT HAHOCHMTbCA TOAHOCTY, WTPUX-KOA, HOMEp
NPOU3BOACTBEHHbIE KOaBI. PErUCTPALMOHHOrO YA0CTOBEPEHHMA,
LononHuTENLHO MOTYT HaHOCUTLCA cpeacTsa BHYTPEHH Wit KO4 NPOAYKTA, NOTrOTUN
MABHTUQUKALMM ANIA MOHWUTOPMHIE ABMMEHUS KOMMaHumn 266Bu (Ha aHrnuitcrom
NIEKAPCTBEHHbIX NPENAPaTOB A8 MEAULUHCKOrO A3bIKE), HAMMEHOBAHME OpraH13aLmum,
NPUMEHEHHA. OCYLIECTBNAKOWEH BTOPUUHYHO YNaKoBKY
M BbINYCKAKOWMIA KOHTPONL Kayecrtea, ee
norotun, agpec, TenedoH/dakc u agpec
Beb-caita, papmakoa.
AononuuTensHo HaHeceks! cpeactaa
naeHTMdUKaLmm ans MOHWUTOPWUHra
ABWKEHUA NIeKaPCTBEHHLIX NPenapaTos
ANA MEeAVUMHCKOTO NPUMEHEHMA,
20.10.2021 XpaHeHue Npu Temnepartype o7 2°C o 8°C & 3a WHLLEHHOM OT CooTtsercTayer
CBETa mecTe. He 3amopammnBaTs.
20.10.2021 Cpok rogHocTu 18 mecaues CooteetcTayer
foaex ao 04.09.2022

3aknioveHve OKK: JleKapcTBeHHbI npenapat CiopBaHTa®,
coorseTcrayer HA /1N-002721-120819, uam. Nei,2

Bropoii samectutens
HauyanbHWKa oTaena
KOHTPONA KayecTBa:

MofnNUHHUK dneKTpOHHOrO AOKyMeHTa,

NOANMCAHHOTO INEKTPOHHO| NOANMCHIO, XPAHWUTCA B

cucteme IMMC Papmcrangapr
CBEAEHWA O CEPTUOUKATE 3N

Ceptuduuar: 02a5c541007dac4fbedecaf8bb2f6d4219
Komy BblgaH: KoBanbuyk TatbaHa AnekceesHa
@eﬁc‘ramenem ¢24.11.2020 no 24.11.2021

+ CYCNEH3MA ON1A IHA0TPaAXeanbHoro BseaeHuA 25 mr/mn cepum 1150911




® COII-BIT-OKK-685 A .2

Crp. 4 uz 4

Macnopt Ne 040000277086

CiopBanTa®, cycneHans AN 3HAOTPAXeANbHOTO
BBEAEHMA 25 Mr/mn

Cepua: 1150911

Hata Bbinaun 3aknoueHma o kavecTse 20.10.2021



