st

| IEKJIAPALUSI O COOTBETCTBHH

'
.
JIEKJIAPAHT, llPHﬁﬁMAIOlilHﬁ JNEKJIAPALIAIO O COOTBETCTBHH | i

000 “Tgpaizep Hunosayuu” i E

Cgedens 0 Pe2ucmpayiii Op2arusayLu. MepcpaionHas UHCTEK YR Pedepanbrol HA1020601 cayoicGu Ne 46 ne | |
| 2 Mockse 13.03.2015, OFPH 1157746182956, oama npuccoc i OFPH 13.03.2015. |
| | Adpec: 123112, 2. Mockea, Hpecuencras rab., 0.10, smaxc 22, Te.w:fmm&fmm:8(495)28?500(}/8(‘495)287’5099‘ i
% | B nuye: I enepaIbHblli QUPEKMOD Dpux HKan Ppancya Mampytspd 5 !
E - Jlosepennoe ruijo. AKapos A H., dosepernocmy /1 om 08.12.20472. |
I g
{
s

JAABJSET, YTO

HEKAPCMEEHNOE CPEOCINEO: Kopmedy mataemxu 10 wz 100 uem., haaxon (1), na4Ki KApMOHHbIE, Py Ne 1T
NO13028/01 om 19.12.2011 (dama 3aMenbt PV 02.02.2018) smoano [Igpauzep Hux., cepus CCPFK, napmui .
| | 26757 ynaxoGox, s00en 00 30.04.2022, npouseodcmea Mameon Hux., Kanada, 111 Consumers Drive, Whithy, l 3
| Qwario LIN 575, Canada ko0 OKITJI2 21.20.10.1 80. w00 TH B3I 3004320009, xonmpaxm N (03/19PSC om
|| 27.05.2019, unsoiic N2 9771496989 am 27.08.2019

COOTBETCTBYET TPEBOBAHMAM
HJT 42-5687-06 uzwm. No [-5 3

JNEKJAPALVIS ITPHHATA HA OCHOBAHHH _
| mpomokoi ucnounanii Ne 40686 am 06.09. 2019 fabopamoprviy yerump 000 "LUKK OHII", ammecmam 3
| axkpedumayuy POCC RU.0001.21PK75, Cepmudpxam POCC CA.DOMI5.C85203 om 09.09.201 9 | |
| |
| |
| DATA DRFIFSTDHSA IEKJIAPALIMN 09.09.2019 |
| pEgiarais ;ﬂé;ﬁ%"fammma O 30.04.2022 |
l] g7 " Puzsdps Ll e ) i
‘{ B M R 5 : 5 {
(| e e 2 _m(m_.._ i wﬂ_»f"f _ Kapos A H. - 5
‘,;gmw;;;:i;{i}gm \3 NOMIMCE - dU0 [i
W gear®
CBEJEHUA O PETHMCTPALIAM

|| OPTAH 11O CEPTU®UKAIAH, JAPETMCTPHPOBABLI ¥l JEKJIAPALIAIO

 POCC RU.0001.11PM135 OPTAH 11O CEPTHORHKALIHH 1TPOIAVKLIHH OBLLECTBO C
| OFPAHHYEHIIOH OTBETCTBEHHOCTBIO "OKPYAHOH LIEHTP KOHTPOJIA KAYECT
adpec opIanuIayu’ 115280, 2. Mockea, ya. Macmeprosa, o 4, am. 5, nom. I, kox. 1., aopec of
cepmudbuxayuu! 143581, Mockoeckasn obaacmb, Hempunexuii pation, 0€p. Jewsroao, 9. 248, crmig
£495)640-96-69, (495)787-92-78 seb-caiim. oyxk.pe. o
ﬂ.EKJ‘iAPAl{Hﬂ O COOTBETCTBHH IAPEIMACTPHPOBAHA A POCC RU I-CA.OM 15.A4.2243%19 -
HATA Pﬁfiﬁ‘"‘-"f’i‘i%li:iil:l 09.09.2019

’!

M.

i
o4

RS < ™

P

oprait no
e UREURGIRIE




gﬂ'{fﬁf%“; }@fvnitﬁf %;}g Paskagpiig LOsHHnIoNE, I
F —— i

o
Bl Vs 1

. PHARMA SERVICES

AHCTPYKLIAM MO YNAKOBKE: NOAN3EP VHK.

no3uymnn: KOPTE® 100 OKCMOPT WO Ne: 1634880
NEPECMOTP Ne: 3.0 CEPWA Ne: CCPFK
OEWCTBYHOWASA DATA:  09/18/2018 CPOK rOAHOCTW:  04/2022
PRNg: ) 418418 _BANK: CCPFK )
_KOR Ne/MPOAYKT: PCR-48016-808 / KOPTE® 100 3KCNOPT POCCHA
CEPTUOUKAT O BbINYCKE

SO Ne: 348713 R

PO Ne: 4503565515 S

KonwuuyecTso B NocTaBKe: 26757

MpoayxT, nepeuncneHtsin Bbille Bbin NpoV3BEAEH B COOTBETCTBAW CO cneuyndvkaumuamn KnuexTa no
GMP © PCl ynakoBoWHbiMu cneupcukayuamu u C NPUMEHAEMBIMU COMN. Bce npoueaypsl Obinu
coBnioneHsl; BCE NPOBEPKY Ka4decTea COOTBETCTROBANV cTaHnapTam, Bce AckyMeHTbl Bbinv npoBeperb
Ha NONHOTY W TO4HOCTL, BCE oTKNOHeHuA Obinu uccnenosaHsl, [OKYMEBHTUPOBaHL! 4 opobpeHbl
oTaenamu obecneveHns KauecTsa PCL

OTKNOHEHUR/TTPOTOKONBIL: (KONMK 33NONHEHHOTD OTKNOHEHUS UM NPOTOKONA NPUNAraTCa, ech NPUMEHIMO)

Otpen obecnedeHun Kaquecraa. - o ____ Rara:

BLinycK NapTuu ANA NpoBepkd KNUEHTOB!:

CeprudnumpoBaHo. ~ Rara: 31/07/2019

Buinyck napTun KnuenTta: ~ fara:

Otpen ofecneyeHuvn kasecTsa Dara:
BLINYCK NApTUK AN NOCTABKM.
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£ pHARMA SERVICES . B
NO3vULIUA. KOPTE® 100 3KCNOPT WO Ne: 1634880
NEPECMOTP Ne: 30 CEPWUA Ne: CCPFK
AEWCTBYIOWAR NATA: 09/18/2018 CPOK FOQHOCTHW: 04/2022
PRNg: 416418 BAJK: CCPFK

KOJ, Ne/MPOAYKT: 'PCR-48016-808 / KOPTE® 100 3KCMOPT POCCHA

GOPMA BbINYCKA

roTOBbIV NPOAYKT BbINYLWEH:

Ne crag 9 X 60 [py300TNPABMTENB/CKMA = 540  TpyscoTnpasuTens
Ne ckvn A1 x 18 [py3ocornpaeuTens/ckna = 18 Tpysoornpasutens
Ne ckug .0 X 0 Fpysootnpasutens/ckng = 0 py3o0TnpasuTenD
Beero ckupos 10 558  Bcero rpy3ooTnpasurenei
Ng MpyacoTnpasuTens 557 x _48 no Fpyscotnpaeutenio = 26736
Ne MpyscoTnpasurens 1 x _21_ noflpyscornpasurento = 21
Beero rpy3coTnpasutenein 558 28757 Beero
Peanv3oBanHbie " Obuwee KONMYECTBO O6wee Konu4ecTso
{ OTKa3bl rpy3ononyuarenew T1abnerok
bBank - 1 o 8560
YHUNTOXMTE Ha PCI
N3BbITOK / PA3HOPO[HbIV / OBPA3LbI BbIMNYWEHbI:
Obuwee
Onucatine KOMMYECTBO QGuiee

rpysononyvarened KONW4EeCcTBO

KnwenT coxpanset obpaley 1 4 ynarosku

_KnuewT coxpansier oOpajeu

icnonHexo:

FposepeHo:




MPOM3BOJC TBEHHAA JEATEABHOCTL B YUTEH / JIHLIEH3M HA
d:’a[‘heon‘_ POM3BOJC TBEHHYIO JIEATEJILHOCTb HPETPHATAS HOMEP

HO0074-F
CEPTH®HKAT JLUTHA HAPTHH
Jlama semynentist hopyvl 6 oelcmene. 4 Husapn 2019 2000
Dopyra: Fi Flepecyomp:
HOBASN
CeniTrRa 1 CIAROARIIY I QHEPAYUONHVIO 34-10-022
n

POLEOVDY.

HHOOPMALIMA O HPO

" HasseHoBanie NPOAYKTa (BRTIOHAR J0THPOBKY COALPRANNE, KOPTE® TABJIETKH 10 mr,

AexaperBeHiyIo GOpMY K pasMep YHAKOBKH - CCAN NPIMEHIMO ) HEQACOBAHHDI H TIPETIAPAT
| Crpana-umiopiep, ciim IDUMERNMO: | COEJIMHEHHBIE ITATHI
| HoMep perncTRauHoHHOrO CRHISTEALCTAL, CC.1H MPHMCHHMO! Homep RCS kommanus «f ldaiisepy 6061 |
T - - | (nossep nowisy HOD0200019)

Homep(-a) napium (-} B CCPEK
Honep(-a) nUCTpyKIGHil 110 HPOH3BOACTRY NPOILYRTA: 40000004 16; nepecmotp: 8

kaep(-a) HHCTPY KT 110 YNAKOBKC HPOIAYKTA: o | JlaHubie OTCYICTRYIOT e
| Mara wrotoaine poweoactsa QUUMMMATTID): 130 Mas 2019 T'O/JIA
| Jlara weTeuenng epc a rosocT (MMM ) _ | JAHHBIE OTCYTCTBYIOT i

Oruer 06 orkaonenn(-ax), veasars NeDR ecan «jlar. nposepRioT: Ja Her X E
(Hpuaoken Cepruduxar anwiH3a; N Ha X  Her |
| Konuuecrno: 12 677, 658 Tabaetox (692.71 kr)

69 mezep x 38, 635 Tabaerok 8 kaxaom (10 kr) !
| wenoanoe Beapo x 10,463 rafacrok (2.71

| JlonoHTe bHAR HEQOPMALIIA, ST HPHMEHIND | lata nepekonTpoas HedacopatHoro
| | npenapara; Maii’2020 roa !
i VEA0BUR XPAHCHHE H TPRHCNOPTHPOBKIU "
| OBpaienne ¢ NPENapaToM, ¢ro NepesoIka u |
; | XPAHCHHC 20K HbI POHIBOLHTHCSR B

i | COOTBCTCTRHK C }'CL’!()N!}!\HE. )’Kiﬁ’iﬂ%ﬁhh{&&ﬂ Ha
ITHKETKE, |

3ASBAEHUE O VTBEPI (MH/CEPTHOHKALIMH L _ 5 .
{ Hacroauim f Y10CTOBEPAIO, 410 wHpOpPMALLHA, Y KG3AHHAR Boilie, ABARCTCH nomEReR 1 otodnoil, Jannas napTHa
NpOAYKIME Obiia WITOTOB/IERA/ IPONACICHT, BR.ICHAR NPOBCACHAC KOHTPOAS KauecTsa, Ha yKasaHHoOM BLIIIE |
HPOW3IROACTRCHHOM YHACTKE B CTPOTOM COOTBETCTRUM © rpedonanians Hauesaueh NPOMIROACTBEHHOM |
,1']13‘&}{7"3{!1 MECTHOTO uprana p&.‘i}.’lﬂ;}i}ﬂilﬂhu H KOHTPOIR i € TEXHHYCCKHMH ‘fpﬁéﬂlminlﬂ,\ﬂl pcrucmaxmmmumf
| cBITETCALCTRA CTPANK HMIOPTEPA. [TPOTOKDA HIFOTORACHUSA aMwTIa BapTHi OblA HPOREPEH W ONPCALNTH KaK |
coorsercraviounit tpefosannam Haanexameil OPOHIBOACTBEHHOI NPAKTHEH i

FAKIIOMEHUE
TNAPTHA BBINVILEHA

VTBEPKHEHHE 3AKIIOHE HHH
| YIOTHOMOMEHHOE MM BPEMCHHO

| HCMOAHAKOLIEE 00RIAHHOCTI MG

{
|
floannes:  (noanycano)  Jlata: 21 woua 2019 o8 i

Txaxanied Mynasap, Maaaimi
{ COTPYANHUK OTeAA OOCCTICHOHIS KaueeTsa
| Kapa K, Maamnii COTPYAHKK 07843
| obecnexenin KauecTsa

|

Tloanuck: (noanmeano)  Jlarar 21 Wiokg 2019 roaa
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CONDHIENLAILHO 111 KOHCYMEPC JIPAMB « YUTBH, OHTA BHO 71
Fen. 905-668-3368 + haxe 905-666-4984 « Pathgpi.con
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[POU3BOJICTBEHHAS JIEATEILHOCTH BUTBH / JIALIEH3HS HA
cPatheon, [IPOM3ROJICTBEHHYIO AESTETBHOCTD NPEIPUATHA HOMEP
100074-F

CEPTH@HKAT /A HAPTHH - [IPHIIONRKEHHE
(«[TQAHZEPy-Kopmed-10 me maiaemKn HOKPLIMBIE 000.104K0 1)

Jlama ecmyvivienus hopasl 8 delicmeue: 4 augaps 2019 cooa
opya: Fo Hepecwomp: HOBAH

Cenard 11 CManOapminyio onepayionIyio ipoeaypy. 34-10-022

HHOOPMALMS O NPOJIVKTE

| Hanwerionattie npoaykra (skuoiay | KOPTE® TABJETKH 10 mr, HEPACOBAHHbIH E
[ 03MPOBKY/COAEPRANIC, NEKAPCTBCHHYIO | TIPENAPAT §
: e .
 popmy 1 paimep yUAKOBKH - It NPHMEHHMO): | _ B |
Howmep(-a) naprms (-A): _lCCPFK_ !
i 101IOIHH T bHAS HHOOPMALMA B COOT :
s p— !
gr_m JAONOJHUTEJNLHOE UCT BITAHUE - TPOLEAY PA KOHTPOJIA M OLLEHKH
| CTABWIBHOCTH Ne3000001597.06 ] %
Texunuccrne JiManaton u wHcaenbie ! |
Hennrianis ) ) | PeayianTatsl |
- S rpefioRany PEIVALTATEL | -
i TeepaoeTs Cpeanee suaucnne: | Cpeanee 5.8 cumin | Henwimanie
L L OTHET 10 CPeAHHM THAUCHHAM B ot 3.6 210 7.5 eannun | SHAUCHHL! TREPAOCTH 110 E NPOXOAHT
AHANATOHE YCPEAHCHHRIX | TREPAOCTH MO LKL wxare Kobba
| HanbOABILINK IHAUCHMI, Koboa |
! Tinanazon: ne dosee | Juanasou: 2.4 exunuu | Meneimanne
1,6 ey TBEPAQCTH HO | APOXOINT |
| THEPAGCTH NO KIS wikae Kobba | i
: (Kobba SRS SO S
- Tomuuna | Cpeance sHunenne: | Cpennee 3,93 MM HensiTanue
| Oryer no cpeannM JHAMCHIANM B Lor 3.81 204,06 MM | 3HANCHNE: | POXOAKT
| AHANAIOHC YCPEAHEHIIBIX | | Huanason: he Gonee E Huanason: 0,07 mm | Henbitanie !
| HARDOABUIAX Ju@MeHI, 0.25 MM U [—— IPOX0AHT |
i [Tpounocth TabACTOR 1id He 6onee 0,8% 1 0.6% | Henbimanue |
HCTHPAHIE l | npoxeanT 1
| Omier 0 HaHBONEE BHICOKOM ; ‘E
| PeIYABTATE, HOAYHEHHOM LTd | E
napametpa «Tpounocts TabacTok Ha | |
HCTHPAHHED. o :
Pacnazaemocth He Goace 5.0 munyt | 1.0 sunyTa Henwimanse !
Oruer 00 HaUGOMbILIHM TRAMCHIAM | i | NPOXOHT ;
A8 IAPCPUCTPHPOBANNOTD BPEMEHH | t i
| 1@ DPOTARCHIN HECAEAOBANNA. 1 | :

VT BEPKIEHHE TR
VROHOMOUCHHOE JIIH BPEMEIHO i
HCHIONHIONLEE OORAHHOCTH IO,

21 wona 2019
Jfeaa

| Jlxaxanie® Mynasap. MARUHHE COTPYAHNEK

! s [ Hoanucn:
i praena obecne e KauecTra |

| Kapa Kaib, MAamni CoTpyanue 0TI '

| 221 wions 2019
ko&ccacqc:ms KaMeCTRA :
!

i
Moanuce:

””I” Performance the World Over

KOH®MIEHLIHAIILHO 111 ROLICYMEPC JIPAHB « YUTBH, ¢
Ten. 905-668-3368 » Daxe 903-666




B %
¢Patheon |
{ |
g " Performanco the Voild Over I
| |
¥
% Ceprudurar anajimusa ;
| Ne 19000685 1
é
} 2 s 1 - il
! jkupwcb rabaetrn 10 Mr i
j Hpoayst i
i | R s 1
| Homep ananmsa | 19001493 s ! Homep cepmi [CCPFK__ -
—_— . ; e N ' I
| Homep nosm: 4000000410 Merouka/cneinpuKaiing 3000001597.06
iCrpmm Mesay Hapoanbiil  Jlara Beinycka: 21 mions 2019 voaa |
[ Henvamanus )  Ipedosaust VV Pesyasmaniel !
Brewiuii B Tabnetox Tabnerku Geaoro usera, okpyrasie, CooTBETCTBYCT
!l(!.‘l)r'ﬂaa,’lbﬁbiﬂ. ﬂpCCCDBHHHHC. -
PHCKOIT € 0AHO#H CTOPOHBL €
nazimebio «KOPTE® 10» ¢ apyrov
CTOPOHDLL.
Cpennnit sec 25,100 - 26,640 ¢ 25,6381
WaenTrOUKALHS THAPOKOPTHIOHA TIPH oaomuTeAbHo Toa0muTeNbHO
nosouns UK
MaenTrdMKaiiam FuapoKOpTHIONa 1K [ToA0KHUTEALHO [ToA0KHTEABHO
nomoum A X (ruarocTian xpomarorpadus)
17-OH-21 ansacri npi HOMOIUH KX C ooBUICHHBIC PCRYILTATHI 0,1%
1 1-Keroi (KopTHioH) IpH NOMOHN KX CoobuIeHHBIC PEIYIBTATH He onpeaesien
17-OH-17-COOH nps nOMOILH AKX CooliueHnnie pe3yibTaTnl < 0,1%
1 7-ne30Keu-2 [ -ILASTHA TIPH NOMOIUH KX Coobuletnbie pesyibTatl <0),1%
| 7-ketoH npH nosomm AKX CoobineHiisie peyibTarht <0,1%
17-nesoken-17-COOH ripy noMotn KX CooBiuenisic pesyasTars <(,1%
£ MaTTOKC aibACTHL HIPH NOMOIRH AKX CoolHIEHHBIE PCIYIbTATH <0,1%
7 MarToKe aib1erii IpH OMOUH KX CooBIICHHBIC PE3VIbTATH 0.1%
CHMMETPHUEBI AMMED NIPH IOMOUIH KX Coobulchtibie peayibTaThl <0,1%
HecHMMeTpHu bl INMEP NPH NOMOUH KX CooBuilcHHbIC PE3yiibTaThl 0,1%
HensrecTHbIC NPHMECH TPH NOMOLH KX CoobutenHbie PE3YIbLTATL <0,1%
QO0ee coNCpPRAHNHE npuMeceii 1pH NOMOLIH CoobuieHHble peIy/ibTarsl 0,3%
KX
Cosiepikatie TWIPOKOPTHIONA APy TOMOLHIH 96.0 - 104,0% (9,6 - 10,4 101,1%

KX srfrabaeTka)




3 ¢2atheon

; Performanca tho World Over

|

| Cepruduxar aHaansa
| Ne 19000685

|

poaykr Kopied Tabaercn 10 mr -
"Homep anaamsa | 19001493 | Hosep cepun | CCPFK |
ﬁ'fenmmmum Tpedogaris Pesvapmanist |
O/ AHOPOAHOCTh COICPKUHHA Coorserciyct Tpebopainas CooTserciByet
FHAPOKOPTHIONA MPH NOMONLH dapuaronien CLIA <905>.
AKX
O HOPOAHOCTH COACPRAHMI Huamenayaishoe snavenne 90.0 - 100,9% 100,1% 101,2%
FHAPOKOPTHION TIPH MOMOULH 110.0% 101,3% 101,3% 102,8%
AL LY 100.9% 101,5% 100.3%
101,1%
Cpeice suavenne 96 - 104% 101%
MUHHKMATHHOE IHAUCHHE 100.1%
MAaKcHMEILHOC JHAUCHUE 102.8%

[lokasareib NPHEMIEMOCTH te Bonee 1.8%

15.0%
PacTROpPCHHE IHAPOKOPTHIONA Unansiayibhoe sadenme 75 - 112% 96% 96% 98% 97% 99%
npn nosoty Y@ (S1) (20 suuyT) 100%
He senee 75% o1 ¢peanero 98%

Pactopetne MIPOKOPTHIONA Huamsniyansiioe suauetine 75 - 112% 101% 101% 102% 101%
npu novoutt Y@ (S1) (30 minyT) 102% 103%

He menee 73% 0T CpeaHero 102%
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¢Patheon

Performanco the World Qver

Ceprudukar ananusa
No 19000685

Tlpoaykr

Howmep ananuia 19001493

Kop‘rcﬂl Tabaerkn 10 mr

' Homep cepun TCCPFK

HMenpranue Bune HeHo 1 NEpecMOTPEHO B COOTRETCTREHY ¢
TpeBopatnavu Tekyuiell Haiexkamed nposisoacTBCHHOR HPaKTHRN Kak
COOTBETCTBYIONLCE TPESOBAHHAM, YKAIAHHBIM B METOAHKS/CHeLH(UKATHK

Pelenne: VIBEPAICHO K BBHIVCKY

Y HOMHOMOUCHHOE IHIH0! Ramesh Vivekanandarajah

Moanucano / gara: (noanucano) 21 wons 2019 roaa

Fpumeuanne:

CeprHimKar CrenepHPOBAN B 21EKTPORHOM Biic: 21 mions 2019 Hirawm:

roaa
Kosen otucra

MTPOBEPEHO OTJIEJIOM
OBECNEYEHWA KAUECTBA
Kem: (noanucano)

21 wons 2019 roaa




