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CERTIFICATE OF GMP COMPLIANCE OF A I'ANUFACTURER' 
.'

Prrt I

From thc knowlodgc gaincd during inspcltion of this manufaoh[er' the latest of which w¡s conduct€d on

iùzÅaqs, it is oonsidered th¡t it complics with :

. The principlcs and guidclinss of Good Manufactudng Practicc laid down in Dirtctivc 2O03tg46,C'

This c€rtif¡caßc reflcsts the status of the mar¡uf¡cturing site at the timc of the inspcction notcd above and

shourd not be rclicd upon to rcfreot thc compliance sti'tus if morc than thf€G yoarc havc elapsed since the date

ofthat inspection. ¡lorr"nirìiìi pcriod orvanai! mav be rcduced or cxtcnded using tcgulatory risk

managemcnt principles ü;";;t y in thc lclti*ions 
or Clariffing renrarks fietd' This certificate is valid

only whgn presentcd *iL 
"iiprgo 

andboth pT t' i 
"n¿ 

2' The auñcnticity of this certifrcate may bc verificd

in EudraGMDP. If it docs noi"ppt"t' pleasc contact the issuing authority'

r'the ært¡llcae t{cnd to tn pang,'aPh t ! ) (5) oÍ Di'Nc'iÚ¿ 2001 ß3/EC aú 80(5) {Dircaft ZU\\QE2|EC, ctút! alto bc rcqntredþr lnpot'ts

¡ne nu ol EúmG MD P dù tabas''coñìrrt Íottt tht rd ooy//'triet inlo a Mt,ibü StaÞ.

2 
Gnídarce on llr lnl'rtPtctû/io,t olthls templøtc cøt baþmd in tk Help

t lltcø rcqutrcnentslulfil tk GMP rcconnsatúat¡o,,$ øÍWHO'

krulnot Dåtô: ?01 sfl5"04 8l$rþuMr. Bamt Borglund

OCTAPHAFMA

ffi,ffig;nt*Rerease
r an approved copy#

following inspection ln accordanco with
ssucd anI

Art. I I l(5) of Dircctive 2001/83/EC

Art. 15 of Direcûive }ÛüåOÆ;C

Dirsclivc 200ll20lB0 '

a3 amendcd

Thc competcnt authority of Sweden conftrms the following:

Ths manufl€turcr: OetaPhanu AB

Site¡dd¡tss:LanFons¿IIsgûtg23,Stocffiolm,tlz75,Sweden

HasbeeninspcctedundcrthenationatinspectionÞrogrsmmcinconncctionwithmamufacfirring
authorisation no, 6.2.1-201 7437g5g in"r"ordano" nõth Aft' 40 0f Directive 2001/83/EC and Art' l3 0f

Onllne EuüiGMDP, R.l kry: ¿17660
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P¡rt 2

Human Investigational Medicinal Products
Human Medicinal Products

MANUT'I
Stcrilc1.1

l.1.t.l Large volume liquids

l.l.l.2 LYoPhilisates

l.l.l.4 Small volume liquids

dosageþrms)theþllowingoperations þrprøpared þrocessingI.I.T Asepticaþ

l-1.2.3 Smatl volume liquids

þmÐdosagefor thefollowingoperations(processingSterilisedTI .2

certifrcalion1.1.3 Bøtch

ofmedlclnd1.3 types)(ist ofprodactproductsmedicínalr.3.1 Biologícal

Blood Products
Othcr:Othc(en)

t .3.1 .1

I .3.1 .8

1.3.2.1 Blood Products

1.3.2.5 BiotcohnofogY Products

types)(listBatch2 Cerlilìcatíon3I

1.5
packing.5.2I

mntrol1.6

L6.2 MicrobiologícøI: non'slerllity

1.6, 3 Chemical/PhYsical

sterility6.

1.6.4 Biologícal

li'
Clariffing remarks (for pubtic uscn)

1.3.1'I Mønufacluúng olprøùucß fron hwun plasmo' (I'3'I't Tiltverknìng av produhterfrûn

hanunptasnu) t.s.t.e eíirîi*íi¿ryr"g øoa i,*p"rttin of rcconúlnønt pmducts' (I'3'l'E fillníng'

frystorkntng och "ynn' 
; ;';ko,^tinoito produi"O, Aori¡octurlng of steÅlc wtlu for lnJectlon'

"öiwr*uns aY slc¡llt vatcnföt l4Jchlon)

Onllnt EudrsGMgP, Rcf ksy:47860 lG¡urnco Däb: 201 8-05'O¡l SlgnetorYi Mr. Bsngt BtElund P¡ca 2 ol 3
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201È05-01
Namc and signaturc oftho authoriscd pcnon of thc

ComPctctrt Authorþ of Swcdon

ft^
tltnBar4lltutgluad
MeibalMtcüAgcttcY
TeIr a,l6 18 17160{/

Fax +ló IE tlf,566

Sbmtory: Mr. B.nol BcOl¡tld

OCTAPHARMA
CIC Assessment & Release
lf this is green this
is an approved copy

ôr{ln¡ EudnGlþP' Hdktt: '17880
lnr¡.nca D¡tt:201 8-0s04
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I, MIKAEL BRATT, a Notary Public at Stockholm, Sweden, hereby
certify that Ms Lydia Weldai has signed her name on this document.

Stockholm, November 1, 201 8

Ex officio:%
lNorury Public

Grünberger Advokater AB
www.grunberger.se

é
AJÞ

,t{.

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: Sweden

This public document

2. has been signed by Mikael Bratt

3. acting in the capacity of Notary Public

4. bears the seal/stamp of Notary Public Mikael Bratt,
Stockholm

by Deputy Notary Public Carsten Angsma

5

7

10

at Stockholm

L No 3590/18

9. Seal/stamp:

Certified

6. the 1"tof November,2018
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