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SG Biotech Dopna-H1-037-0091-01

JAKNIOYEHHE OTeercrBerHore auua

Ar127/21 Hama guroauu «20» anpens 2021 r.,
Hauvenoeanue nexapemeennszo npenapama: ! Cepun auopurusama Ne
[poTpommacke 600, THOGHIHIAT LT UPHIOTORICHHS _P5VOI7AB

PacTBOpa V1A BHYTPHBCHHOIO RBeACHHS 600 ME | Cepun pacmeopumenn No
(pmaxon), pacTBOPHTENS; BOIA A% HHBEKIHNI (thnaxor) H000217

20 w1, wrna 215 nepenoca-1, urna-gumsTp-1, Hama esinyera:
BO3IYXOBOXHAA HINA-1, 01HOpPA30Bas HrAa Ans  02.08.2020

HHBEKUHH-1, Hrna «Gabouxay-] - Cpok z00n0cmu:

MHH: 31.07.2023

DaxTopn! crepToiBaryg kposu 11, VIL IX u X &

KOMOMHAUMH (npoTpoMOHH-npeBpaIAROLIHIT KOMITACKC)

Cepruduxar aHanu3a ot npoH3BoIHTENR As cepun PSVOITAB nara seinasn «04» mapra 2021 1.
KomugecTso 5439 yn,

Cepradikar anainia (1000 IHATETLRBL KOHTPOB)
Ne 0319 ot «15» ampens 2021

| Hopyamusnan doxymenmayun; JCP-010486/08- 241208 uam. 1-11
\

i PY JICP-010486/08 or «24» nexabpa 2008 r. ppinano AQ «Se Jlxu Buorex» (nara srecenmns
| #3smerenul B PY «02» anpens 2020r.)

IMpoussogurenn: !
baxcrep AT, Jlanre Annee 24, 1221, Bena, Ascpus
Ynakoska ¥ BRInyCKAIOMUUiE KOHTPOJIE Ka4ECTRA:
Baxcrep AT, Mnaycrpuempacee 67, Bena, Asctpus

Konuyectso, paspementoe k peanysauyy 1592 yIL.

Hoareepsnaro, aro seimreyrasanuas HHPOPMALMS ABNLCTCH [0 LMHKON U TOUHOM,

HaHHas cepHs nexapermenHoro upenapata Gbl1é APOM3BENCHA H WCTBITAHA B COOTBETCTBHM ¢
TPEeBOBAHIAMY, YCTAHOBASHHBIMH NIPH ¢I0 TOCYJapCTBEHHON PErHCTRALHH,

Orsercreennoe muno AO «3C Jaxu Buorex», ynonnomoveHnoe HHOCTPANHLIM [TPOHIBOIUTETEM
JIERAPCTBEHNLIX CPEACTE, BBO3HMBIX B Poceritexyto Mexepaumo:

(Hosepennocts o1 «22» ausaps 2020 1., puxas Ne22-4 o1 «24» nexabps 2019 r.)

R Fd

AQ «3¢ Jxw Evorexs

PO, 801125, Branuwupeiar ofinacts, MeTywwkcsnd DEAGH,
noc, BonaruHekwil, ya. Bragamancxas, 4, 18 ogue Ne 25
vich: +7 {483} 108-04-C7
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CEPTUOUKAT AHANU3A

Toproeoe HaumeHoBaHue:

NPOTPOMIMIEKC, 600

Cepus Ne rotosoro npogykTa; P5V017

Cepua Ne (Ha ynakoske): P5V017AB

Pasmep thacosku: 600 ME

[lata vsroTosnenus: 02-08-2020
| KonuuecTso ynakosok: 5439

FodeH ao: 31-07-2023

YCROBUS XpaHeHus: :;’ij"gmﬁgaﬁ;i"c, 3aumuiaTe oT ceeTta. He

MponssoauTens: Eigigz Al, 1220 Bewna, WHaycTpuelTpacce 67,
| CTpaHa HasnaueHs: Poceus

Homep peructpaumoHHore
 YOOCTOBEpeHUs::

| ICP-010486/08

CEPTUGUKAT MNA3MBI

W HCV,

vem 10° MLE. PVB19 AHK/mn.

MCNONb30BEHA TONLKO Ta NNasma, koTopay He Aana peakumv Ha Hbs-anTuren, anturena k BUY-1/2

Bonee Toro, Kawabii Nyn NnasMmel, NOMYYeHHLIA U3 APOTECTUPOBAHHLIX Kak OMMCAaHO Bbille
YHOUMBUAYANBHBIX NOPUMA Nnasmbl, Gbin NPOTECTUPOBAH Ha Hbs-aHTureH, awTutena x BAY-1/2
HCV meTogom UMMYHOAHATMSA 1 Ha BUPYCHbIE HyKNenHoBble knenoTel HBY, HCV, HAV u BUY
meTtogoMm |Q-PCR (MK-Nonumeproi Uenno# Peakuyn). [ina NPOU3BOACTBA AaHHOro npenapata

BWY-1/2 | HCV PHK, a Tawke Ha HBY AHK, HAV PHK u BUY-1/2 PHK, n comepxawme He Bonee

Crpanuua 1us 4




HOMEP CEPUU:

P5V017

KOHTPONLHBIE UCNBITAHWMA TOTOBOTO MPENAPATA

Ne | Tecr MeTon Cneuncbukaums Peaynerar
2 8 Bhinonxerue Buayanshsiit kosTpons Benkit unu cnerka COOTBETCTBYST
BU3YansLHOTC KOHTPONS OKPaLUEHHLIA NOPOLLIOK UK
peiXnas Tsepnas macca, 6es
NOBPEXAEHHLIX KOHTENHEPOS,
Bes ainioueHnin, conepkalmx
VHOPOAHBIE YacTULLI,
2. (BHewunui Bua)® Esp. &, e Gonee 2.0 % 0.2%
Meroa Kapna ®uwepa
3. OcTatovHas snara Pacteopenne (eryTpedHni Bpems pacreopenus <10MuH 1.1 MuH
{(BOgE)® MeToq)®
BHewHwi Bug pacTaopa Brewmuni a?.q pacTsopa: COOTBETCTRYET
BecUBseTHbIR A0 cherka
HENTOBATOIC U NPO3PaUHbLIA
AO cnerka MyTHoro pacTeopa.
| YacTuys! BuavMsle Mexannueckue COOTEETCTBYET
BKITIOHEHNS o‘rcy'rcreyro'r.
(Mpospayreit unu cnerka
onanecuwpyoLni pacTaop |
BecuseTHIR unu Genosartoro
i LBeTa)
| 4. | AcvenocTs Gakropa Vii Eep. 9. BOOME: 480 - 900 ME/ghnakon 527
XpoMoreHHsii aHanua S00ME: 375 - 708 ME/cbnakok ME/thnakon
5, OTHOWeHVe taxtopa Il | XpomoreHHbIR aHanns /
K thakTopy IX OgHoceraguiHeit meToa 70-185% 88 %
(BCS) / Bumcnenve
8. | AxtvBHocTs thaktopa VIl | Esp, ®. { 60OME: 400 — 625 ME/dnaxon 574
! XpoMoreHHsiit aHanua 500ME: 334 ~ 521 ME/chnaxoH ME/chnakon
[T li AKTUBHOCTL thakTopa |X | Esp. ©. B0OME: 480 — 750 ME/cbmaron 601
{ G : - nako
ai ORHcaTaRy M meTon 500ME: 400 - 625 ME/chnakon | T PIakoH |
| (BCS)
8. AKTMBHOCTS dakTopa X Esp. &, B0OME: 480 ~ 750 ME/cbnakoH 607
XpOMOreHHslit aHanua S0OME: 400 ~ 625 ME/chnakon | ME/bnakon
9, Benok ABTOMaTU3UPOBAHHbIN €00ME: 300 - 750 ME/dnakcH 425 mr/mn
[ aHanus asora | S00ME: 250 - 625 ME/chnakoH
10. | AKTUBUPOBaHHLIA Eep. @,
Gakrop Vil (FVila) / OpHocTanuinei Meton He Bonblue yem 0,40 ME 0,23
AKTUBHOCTE thakTopa VII (BCS) # XpomoreHHsiit chakTopa Viia/ME dakropa Vil ME / ME
aHanus
11. | TeetHa Eep. ¢,
AKTUBHpOBaHHSIE HeakTusuposanHoe
PAKTOPbL! CBEPTLIRAHUS YacTuuHoe OtHoweHue NAPTT > 0,75 0,90
kpoau TpomBonnacTurosoe Bpewmsa
(NAPTT-TecT)
12. | OTcyTeraue TpombrHa Esp. . CrycTku He oBpasyiotes Ha
(chakrop lla) KnoTrunr-tect npoTaxeHnn 6 yacos npu 37°C
UNU Ha NPOTAMEHUU 24pqacoa CooTeTCTRY ST
[ NPy KOMHATHOW Temnepartype
13. | AKTUBHOCTb npoTenna G Cneundukaums komnanun 600 ME: = 400 ME/gnakon 789
XpOMOreHHbI# ananus 500 ME: 2854 MEx n ME/chnakon
14. | AKTMBHOCTb renapuHa Creundnkauna komnarun ; ~3%
XpPOMOreHHbI# cyBeTpaT | XpoMoreHHbIl aHanua S- renapuHa Ha Mé@ 0,36 ME/ME
S-2222 2222 v OpHocTannitH LI X NGE thakTopa IX
meTod (BCS)




HOMEP CEPWUM: P5V017

15. | AkTUBHOCTL Esp. @, 3,4 ME/100
aHTUTpoMBuHa 1] OprocTanmitnbIi MeTon 2,5-5,0 ME/100 ME chakropa ME dhaxtopa
(BCS) n XpomorenHsiit 1X IX
aHanuz
8. | Cogepxanwe Hatpus Egp. 0.
X.nopvln MQHHaﬂ xporwo'rgrpgcbug 7,2—8,8 Mr/mn 7.9 mrimn
17. | Conepxanmg Aurnapata | Cneundukaums komnanum
UuTpata HaTpus bepmeHTaTUEHLI ananua 3,2-4,8 mr/mn 3.9 Mrimn
Y®-petexymeit
18. | 3HaqeHne pH - Esp. ®.
BOCCTaHOBNEHHOro MoTeHUMoMeTpuyeckoe 8,5-7,6 6,9
pacTeopa | onpenenenve
18. | OcmonanbHoeTS | Esp, @,
(BOCTaHORNEHHbI Mamepenue noHmkenus 2 240 mOcmon/kr 305
pacTeap) TOYKM 3aMepaaHms WOcumon/kr |
Bt |
LZO‘ CrapunbiooTe P\EAZZ;;EHH a8 buneTpaLs CTEPUNBHbIR ! CTEPUNbHbIA
' 21. | bakTepuansheie EBp.®apm; Mo X|i| |
SHOOTOKCHHbI XPOMOreHHbIA KUHETUYECKUA | < 1,5 ME/mMn < 0,5 ME/mni
Tect - Metog D
22. | Ynaxoska Nuocbunuzar  ao hnakokax no 50 wmMn  ns NpospadHoro  BecuyseTHoro
Mapenuruyeckoro crekna || TUNA, YKYNOpeHHble ranoreHSymnkayuymemw
npoSkamu ¢ anomMuHuessi ofikaTkoln M nnacTMaccosoi KpeiLkoR Tuna flip-fiop.

20 mn pacTeopiTena (sona ans MHBEKLUUA) B KaxaoM dnakoHe ug Npo3payHoro

J BecuseTtHoro TMApCRUTUHECKOrO CTekna Tuna | wnm Tana I, yxynopeHHbie
i ranoreHbyTunkayuykossmu npobkamy ¢ anwomvHmeso  obkartkoi  u |

' ! NNacTMAaccoBOW KpbiKOW Tuna flip-flop. Oauu KOHTeliHep ¢ npenapaTtom
(cbnakow), oguk KaHTeWHep ¢ pacTeopuTenem (chnaxon), wrna-nepexonHuk, urna-

unbTp, BO3AyxoBOAHas urna, OAHOpaszoBas wrna ans VMHBEKUMA W urna-

«Baboukay ana TpaHchyaumn u VHCTPYKUMIC N0 npUMeHeHWo nomelawr s
KAPTOHHYIO ynakoeky,
23. | Mapkuposka | Cornacro HopmarusHon AOKYMEHTauuu

* AKTWMBHOCTb thakTopa V] onpegenanace no MexnyHapogHomy Cramvaapty BeemupHon
Cprakuaayum 3ApaBooxpaHenns (BO3) ana KOHUeHTpaToB thaktopos VIl g nnasme.

HopmatusHeie ROKYyMeHTaumna (HA):
thopmMynupoeka B ckoBkax OTpaXaeT hopmynnposky B coaTBeTCTBMM ¢ HA

< = NMT (He Gonee)
2 = NLT (He mexee)




HOMEP CEPUM: P5v017

Ceprudukar cooTreTcTEUS

Hacroawwm s noaTeepkaaio, uro BelleykasaHhHasa UHhopMaLma ABnseTes AOCTOBEPHON WM TOYHOM,
HakHHaa cepua npoRyxTa Bekina npovsseneHa Ha BbILLEYNOMAHYTON nnowagke (nnowapkax) s

Cepl, NepBuYHas u BTOpU4Han ynakoeka, zanucy ob aHanuse s TOM YWCne v B YacTy MapxupoBKu
W YNaKkoBKu Bbinu NpoBEpPeHs! v NpuaHaHs! COOTBETCTBYIOLMMY TpeBosaHnam GMP.

Hacroswmm NOATBEPHAALD, YTO BCE CTaguu MPOV3BOACTBA rOTOBOW NPOAYKLIMK AaHHO cepun Bbinu
BbIMONHEHB! B NONHOM COOTBETETEUM ¢ Tpebosanuamu GMP EC u ¢ YCNGBUAMU B PErMCTPaLIMOHHOM
YOOCTOBEPEHUU/YAOCTOBEPEHMAX CTpaHbl/CTpaH HasHavyeHus.

Mrdbopmaums o thapmalesTudeckon cyberanyuu:

HaumeHoranue BDS/AP MpounssoacTeeHHas Aapec
nnolagka BDS

PaKTopsI CREPTEIBAHNS KpoBw r bakcrep Al (yacTh Benaukvracce 2-6, 1221

1L VL X 1 X B komBumaymm Takepa) Bena,

poTpomBurosbii Komrnekc) ABCTpus

Yinchopmaums o craguax npovsBo4cTBAa:

Cragus npoussoncrea % MponasoanTens l Anpec
FMpouseogereo t BakcTep Al (4acTs | Nanre Annu 24, 1221 BeHa
71EKapCTBEHHbIX NpenapaTos Takena) l ABCTpKA
MepeuyHan ynakosxka bakcTep Al (yacTs Ianre Annu 24, 1221 Bena,
JIEKAPCTBEHHOro Npenapara Takepa) ABCTpUs 1
BTopuyras ynakoaka Bakcrep AT (4acte Nawre Annu 24, 1221 Bena,
JEKAPCTBEHHOrO NpenapaTa Takep@)_ ABCTpus

XamensH, Fepmanus

Mpouaeopacrso pacTeoputens | 3urcpua XamenoH I MBX | Nawrec denp 13, 31789
MepsuyHas ynakoska 3urppra XamensH FmeX | Nadrec ®enp 13, 31789
acTeopuTens | XamenbH, Mepmanms
KowTpons kavectaa Bbinyck | bakcrep Al (YacTs UHgycTpuewtpacee B |
| npoaykuumm Takena) 1221 Bena, Ascrpus |
nognuce
Beinyueno: Onobpeno:
04.03.2021 04.03.2021

/noanues/ /noanucs/




CEPTUD®UKAT AHANU3A HA PACTBOPUTENL
BOLA ANA UHBEKUWA 5mn/ 10 MR/ 20 mn

Wenonbayeres kak pacteoputens ang

r‘EPOTPOMrmEKC, 600
Cepus Ne: P5V017

Cepust Ne (ha ynakosxe): P5V017AR

Mpoussogurens: 3urcbpug Xamensy BX, 31789 XamensH, Mepmarus

Cepus Ne.: H000217
Ofvem: 20 mn
logen po: 09.2024

CMm. peaynbTarel avanuaa s NPUNoOXeHHoM dhaiine.

bakctep Al

/noanucs/
04.03.2021

YnonHoMmouertoe nmuo




Bcem aaunTepecorannbim nnuam CepTudukar aHanuaa
Hata nevartu:
10.11.2020
Crpannya: 1m3 2

Matepuwan: 7906900 CTepunbras Boga ANA UHbekUui 20 mn EP/USP, HEMapKKpoBaHHag
Matepuan kinenTa: 3500053

Horesop Texruueckoro kauecTea: Tekylyas sepcusn

Cepusi: HO00217
Cepua-xamersy: 2043HMF001

Hara npoussopcrea: 16.10.2020 lonex no: 09.2024
Onucakne Tecta: 7905800 Bepcus: 13.12.2018

l

XapaxkrepucTuky Enunuys
nimMepeHns

Cneuncbukaumns
Pesynbrars HwkHsis rpanmya Bepxhan
rpasvua

Cooteertcteyer
Mpozpaynag, BecusetHan KULKOCTh

Cootsercrayer

A:faﬁnua TOTOBOM NPOAYKLMM
Onwucanue -
MNpospaurocTs (Eep. @/
<. CLUA
Onucanue - UgeTrocTs
{Esp. ® /o, CLUA)
Onucaknune (An.o)

MNpospaunan, BecusetHas, 6es

3anaxa XuaKocTs
e —.....L

CootseTcTayer l Cootsetcrayer

CooTteercreyer

YyxepogHoe
Hepacrsoprmoe
_BellecTso (An.¢
Masnekaemsln obnem

EBp. @./0. CLUA/SR, D) 20,0
KUcnoTHoCT 1 ( - Cooteercrayer CooTBetcrryet
Weno4HocTk (Eap. D)

Oxucnsemsie BellecTea - Cooteercrayer Cooteetcrayer
i_ggsp. D/, CUIA)
| Peayuupyiolme - CooteetcTayer Cooteercrayer
BellecTsa nepManraHara I

Kanus(HAn. @

AMMOHMIA (Egp. D) ! CooTteercreyeT He Bonee 0,6 ppM
CootseTcTayer Cootsercrayer

Kanbuuit u marnni (Esp.
P,

Cynscbarsi (Esp. )]

CooTaeTcmyeT Cooteetcrayer




Crpanuuya: 2 uz 2

Marepuan: 7906900 CrepunsHag BOAA ANA MHBbeKunn 20 Mn EP/USP, HeMapKWpoBaHHasn
Marepuan knuenTa: 3500053

HoroBop TexHueckoro kayecrsa: TexyLas repeus

Cepus: H000217

Cepus—xamensH: 2043HMF001

fara npounseopcrra: 16.10.2020 loaeH go: 09.2024

.‘ Creundukaus
XapakrepucTuin Eavnuuer | Pesynetater | Hwxhss BepxHsis rpanuua
| M3Mepenng | ‘

| Xnopuae! (Eep. @) . Cooteercteyer | He 6onee 0.5 ppm
Hutpatei/HutpuTs! (Erp. - Cootsetcrayer He Bonee 0,2 ppm
P,
Octatok npu % 0,001 % J - f 0,003%
sbinapneaxuu (Esp. ¢.) |
SGnexTponpoBoaHoCTS MKCMm/cm 1 ‘ - ; o
Esp. 9.

SneKTpoNpPoBOAHOGTE (. MKCM/cm ’ 1 - 1
CLUA/AN. d) L i

MocTopoHHe npumecu

(>/= 10 mkm/cm) YacTuwchn 15 ’ - 6000
EBp. ©./0, CLUA/SN. ) Yactuu/dnakox
MocTopokHve npumecu
(>/= 25 mkmicm) HacTutydn 0 - 600
| (Eep. d./. CLUA/SR. ) HacTul/dnakon
CrepunsHocts (Eep. ./ - Cootsetcrayer CootseTcrayer
&, CLA /5in. @) 1’
bBakrepuansbie 3E/Mn <0,12 - 0,24
IHOOTOKCHHEI (EBp. & /b,
CWA/fN. o.) |

3urchpug Xamenss MmEX (paHee XamensH PapmacsioTvkanc Ao 01/2018)

XamensH, 10.11.2020 Mopnucs/ YnonkomoueHHoe o




