BEKINAPALIUA O COOTBETCTBUU

AEKNAPAHT, NPUHUMAIOLLMA LEKNAPALIUIO O COOTBETCTBUM:

OO0 “Nunnu dapma”, MexpaitonHan uHenekuus MHC Poccuu Ne38 no r Mockae , OI'PH: 1037739728333 ot
19.02.2003, agpec: 123112, Poccus, r. Mocksa, MpecHeHckas Hab, A. 10, Ten: +7 (485)788-5575

B nuye: MexepansHoro avpexropa 3anopoxey U.B.

Hoeepenroe nuuo: Escrudeesa H. B

[osepeHnocTs Ne 6/H oT 15.01.2019

3AABJIAET, YTO JIEKAPCTBEHHOE CPENCTBO:

Crparrepa®, kancyne: 10 Mr 7 wr, YNaKOBKi4 AYEAKOBLIE KOHTYPHBIE (1), Nauki KapTOHHbIe, per. ya. Ne IC-001011 or
12.10.2011 (gara nepeccopmnenus PY 24.12.2012), abinano 3nm Nunnu Bocrox C.A.. Wsediyapus, cepur D012910,
roAeH fo: 30.04.2021, naptua: 3304 ynakoeku. koHTpakT Ne 522/2010 ot 20.01.2010 r., MHBOAC Ne 8050005823 ot
11.01.2018 r,

BbiNyCckaeMoe U3roToBuTenem: I Kog OKNA2:
Tunnu pens KapuBe Wuk., Myapro-Puof Lilly del Caribe Inc., 00985/Industrial Park, 12.6 km 21.20.10.239
B5th Infantry Road, Carolina, Puerto Rico/lunnu CA., Mcnarus/ Lilly S.A., Avda de la Industria |
30, 28108, Alcobendas-Madrid, Spain, cTpama: Mcnawus .

F Kog THB3[,

COOTBETCTBYET TPEBOBAHUSM: 3004900002
AC-001011-121011, nam. Net, 2 ‘

AEKNAPALIUA NPUHATA HA OCHOBAHUMU

NpoTokon ucnbiTanui Ne 52¢ ot 23.01.2019, 000 ML "®APMOBOPOHA", artecrar akkpeautaumu: POCC
RU.0001.2101140 or 07.07.2018, Cepudbukar cooraercraun Ne POCC ES.0B14.C73017 o7 23.01.2019

\ EBctugeesa H. B.

(nognuce} < {Dasunun, HduAaND)

CBeneHun 0 perucTpaunu Neknapauum o COOTBETCTBUM

3A0 "Texxkauectso" 109044, r-Mockea, yn. Junamosckas, 4. 1A, od. 400, Ten.: +7 (495) 676-5254. thake: +7 (495)
676-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OT'PH: 1057746285189, Arrecrar per. Ne POCC
RU.0001.110B14 paipan ®enepansHoil cryxGoi no aKkkpeauTaymu

Rara perucrpauum: 25012019

Wmﬂh!ﬁ HOMep fAeKnapauuu: PYCC RU 4-ES.0B14.A.15793/19
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To whom it may ¢concern,

Avenida de b2 Industrs, 30

28108 ALCOBENDAS, {Madrig)

Phone: (+34) 91663 5000

if

I

i cartify that the befow information Is & true copy and accurata representation of the data containad within DARWIN,

Material: PU322758WUB

Material Name; STRATTERA 10 MG 7 CAP

Batch Number; 0012510
Bulk Number: C3388472

Cauntry: Rusila

Component
Assay
HPLE Identity

Uniformity of Dossge Units
Epfipfuse

Compound 086032

Individual Unspecilied Ralated
Substance

Total Relatad Subtances
iR 1dentity
Dissalution AT 30 MINUTES

Dissohution AT 30 MINUTES
{Avarage}

Physical Appearance-
Atemoustine Capsulsc 10 mg

Dato of Maaufacture; 05 2018
Explration Date: 04 2011

Very truly yours, LILLY, S.A

Mathed  pMathod Tvpg

807251
BO7251
807251

BO7I52

807252

805794
808794

Beault
992

Maats

Moats

00
0.0

00

Meais
Meats

Lnit
Percent

Percant

Pervent

Percent

Aggeptance Criterly
Avsoy[Averagel>s 55.0 AND Asray{Average]<s105.0

HPLC identity “MEETS™
Uniformity of Dassge Units EP/IP/USP "MEETS”

Compound 088032 < 0.3
Individual Unspecified Related Subistance <= 0.2

Totsl Related Subtances «x0.8

1R Kmtity "MEETS”

Disssiution at 30 min "Mests”
Plasolution AT 30 MINUTES (Avorage] »= 80

i3l Appasrances
m . Atomoxsting Capules 10 mg

12pic 208
APPROVAL DATE

Pagelofl




12.Dec-2018 Avanida de 1a industria, 30
28108 ALCOBENDAS, (Madrid)
Phone:(+34) 91883 50 00

Certificate of Compliance

Towhom it may concern,

It is hereby certified that,
Batch: D012910

Material: PU322758WUB
Material Name: STRATTERA 10MG 7 CAP

Date of Manufacture: 30-May-2018

Commaents:

Was manufaclured by Lilly def Caribe Inc. and packaged by Lilty, 8.A., Alcobendas 28108, Spain,

The manufactura was supervised by trained and quaiified personnel in accordance with the EC Guidelines of Good
Manufacturing Practices,

All raw and packaging matarials were testad and found lo comply with all regulatory commitments.

Samples taken from this baich were examined and tegted In the analytical Isboratories and comply with the registered
specification (see attached Certificate of Analysis).

Refarence samples from the balch and complate racords of the manufacturs and testing have been ratainad and copies
would be available if required.

Any deviation from the approved manufacturing process that were made have bean completed and the reports would ba
availabla In case of need,

The batch has been certified for relsase for sals by the undersigned who is an authorizad Quelified Person according to
European Communily requirements,

For and on behalf of Lilly, S.A.

\ \“\ , 4
12916 W/

APPROVAL DATE
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12 nexabpx 2018 Asenuaa ae ns Huaycrpua, 30
28108 AnxoSennac (Manpun)
Ten. (+34) 91663 50 00

CEPTHOHKAT AHAJIM3A

Beem 3aunTepecosantbiM nHIaM,

S NOATBEPKAAIO, 4TO HIKEHINOKEHHAR HHOPMALHS IBARETCR TOUHON Konuel

TECTOR, NPOBEAEHHBIX 8 NabopaTophu

Kon npoayxra PU322758WUB

Hawumenoranne npoxyxra Crparrepa 10mr x 7 Kancyn

Homep cepun (ynaxosano) D012910
Homep cepumn (anrpo) C9368472

ez,

H TOYHbIM OTPaXEHHEM

Crpana PO
EOHHUI[B]
OKAIATETL merox MU ppsvmeTar  MaMEPER HOPMA
METOIA [T
Konuwecrsennoe B07251 BOXKX 99,2 % 95,0~ 105,0
onpelencune
Moxmunocts, BIKX B07251 BIMX Coorsercrayer Homxuo coorsercraonars,
TpeSonanuam
OAnopoANoCTS T03MPOBANHA RNoamuo coorsercracsary
Esp.®/Sin.&/0.CIIA BORs| BKX  Cooraercrayer TpeBonauman
Coennnenve 086032 B07232 BIXKX 0,0 % 0.0-0,3
Huausuayansioe B07252 BIAX 0,0 Yo 0,0-02
HEHACHTH MUY eMoe
PONCTBCHHOS COSIHHEHHE
Cymuma poacTeenmbix
Preipuns o BO7252 BIOXKX 0,0 % <08
Moammsocrs, HK B07280 HK Coomsercrayer Aomuio cootaetcruonars
Tpefiorannam
Pacreopenue 3a 30 munyr B09794 BIXX Coorsercrayer HAomxno coorsercraosars
TpeSonanusm
Pacraopenne 3a 30 smunyr B09794 B3XX 100 % 280
_[cpennee)
Onucanne AtoMmoxcerun Brewruun Honxao cooraercraonars
kancyns 10 mr BHA Thesysscns Cooraercrayer Tpefonanusm

Jlara npoussonctea: 05. 2018
Hcnons3osars go: 04, 2021

C Veaxennes,
3a u or HMenn JTuaam C.A.,

Ynonnomouenusiit no KOHTPOMIO KavecTna: Humaxynaga Acercu 12%&65{20#3‘@& /.
& u

IKCTIOPTEP
Jlitnm Bocrox C.A.
1Hocee ne Kowanxo 16
CH-1214 Bepunep/ienesa




12 sexabps 2018 Apenmna ae ns Muaycrpua, 30
28108 Ankobenac (Manpun) o
Ten. (+34) 91663 50 00

CEPTHOHKAT COOTBETCTBHS

Beem 3auHTepecopannsiM miiam,
Hacrosumy nonrsepscnaercs, uro

Homep cepun D012910

Koa rorosoro npoaykra PU322758WUB
HaumenoBanue npoayxra Crparrepa 10mr x 7 kancyn
Hata npoussoacrea 30 mas 2018

KommenTtapuu:
[poayxr 6uin npowssenen Junnu nens Kapute WMux u ynaxosan komnamueli Jummm C.A., Anxobenpac
28108-Hcnanus,

[Mpousesoacreo OCYUIESCTBIANOCE TIOA KOHTpONEM oByueHHOro H KBaNHQHUHPOBAHHOrO nepcoHana s
COOTBETCTBHH €  BHYTPCHHHMH W  NPUMEHUMBIMH HHOCTPaHHBIMH  TpeGosanusmu  Hamnewamedi
[Tponssoncteenuoll  [paxriku (GMP). Venosus npoussonctsa COOTBETCTBORANH  TpeBoBanusm
HOPMAaTHRHOH foKyMEHTALK K,

Hexommoe coipse W Bce ymakosounsie MaTepHATBl NPOIINH MCMBITAHUA, B pe3yibTaTe Kotopeix Bsino
MOATBEPKALHO HX COOTBETCTBHE TpeBoBaAHHIM HOPMaTHBHOH JOKyMeHTalHH,

OGpasibi npenaparos, BIfThe u3 mamnoft CepHH, NPOmNH MPOBEPKY M TECTHPOBAHME B KOHTPONBHO-
AHAMUTHYECKHX  nabopatopusx  ofyweHubiM nepconanoM. PesyanraThi COOTBETCTBYIOT — HOpMam
3apericTpHpoBanHol cneundukaun (cM. npunaraemati Cepruduxar Avanusa).

Kontpomubie ofpasusl, sisTeie 3 JaHHOH CepMH, a TaKke COOTBETCTBYIOLIAA AOKYMEHTAUNN TNoO
H3TOTOB/ICHHIO H TECTHPOBAHHIO 3aAPXHBRPOBANMI M, B cyqae HeOOXOAMMOCTH, MOTYT GbiTh NIPEAOCTAREHB.

Jlio6oe otknonente or yraepxaennoro NpoLecca NponaroacTea GO BBIABNEHO U HCTIPABNCHO, B Clyyae
HeoBxoaMOCTH oT4eTh! 06 oTIKIOHEHHAX MOrYT GbITh NPeOCTABNCHB!.

Haunax Cepus buina O.IIDGPCHZ! K BBINYCKY AN APONANKH YTONHOMOYCHHBIM N0 KOHTPONK Kavecrsa
COOTBETCTBHH ¢ TpeSoBanuamu EC,

3a ¥ OT UMeHN KOMMAHUK
Jiuanu CA., Hcnanns

Ynonnomouennsiii 1o KOHTPoRIO KavecTna: Humakynana Acencu 12 pekaby

IKCINOPTEP
Jisnny Bocrox C A,
Mocce ne Koxauxo 16
CH-1214 Bepurep/iCencsa



