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CERTIFIKAT SVP PRO VYROBCE
Cast 1

g %
) Vydany po inspekci vsouladu s &lankem 111(5)
Smérnice 2001/83/EC ve znéni pozdéjiich ptepisd

as §13, odst. 2, plsm. a bod 3 zakona &. 378/2007 Sb,, o
té¢ivech a o zméndch n&kterych souvisejicich zakoni)
(zdkon o légivech), ve zn&ni pozdejsich pFedpish

P¥isludny organ Ceské republiky potvrzuje nasledujici:

Vyrobce:
Biomedica, spol. s r.0.
Pekafskd 8, 155 00 Praha 5

Adresa mista vyroby:
Biomedica, spol s r.0. Praha, divize HoFatev,
Hofatev 104, 289 12 Nymburk

Byl inspektovdn vsouladu splanem  inspekci
v souvistosti s povolenim k vyrobg &.j. 38013/1/INS/99,
posledni zmé&na sp.zn.sukls232700/2012 ze dne
28.01.2013, wvsouladu sdélinkem 40  Smérnice
2001/83/EC pfevedenym do narodni legislativy jako:

§ 62 zakona & 378/2007 Sb., o léivech a o zménach
nékterych souvisejicich zakoni (zdkon o légivech), ve
znéni pozdéjsich pfedpisi

Na zakiadé€ znalosti zfskanych béhem posledni inspekee,
kterd byla provedena dne £0.12.2012, je tento vyrobce
povaZovan za subjekt splijici

poZadavky a ndvody spravné vyrobnf praxe stanovené
smérnici 2003/94/EC'.

' Tyto pozadavky sptiiujf doporudent SZO na SVP.

Tento certifikat odraZi stav vyrobniho mista v Sase vyde
zminéng inspekce a nemélo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice neZ tfi let od data
inspekce. Po této dob& by mél byt konzultovan
vydavajici organ.

Pravost tohoto certifikity mlZe byt ovéfena u
vydavajiciho organu.

Certifikdt SVP sp.zn.:sukls232700/2012
Datum: 18.02.2013
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Jméno: Frantifek Chuchma

e-mail; posta@sukl.cz

Podpis:

F-INS-002-21/09.09.2009

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part1

Issued following an inspection in accordance with Art,
111(5) of Directive 2001/83/EC as amended and Section
13, paragraph 2, letter a, point 3 of the Act No 378/2007
Coll., on Pharmaceuticals and on Amendments to Some
Related Acts,

as amended.

The competent authority of the Czech Republic confirms
the following; ‘

The manufacturer:
Biomedica, spol. s r.o.
Peka¥ska 8, 155 00 Praha 5

Site address:
Biomedica, spo!l s r.o. Praha, divize Hofatev,
Hotdtev 104, 289 12 Nymburk

Has been inspected under the national inspection
programme in  connection  with  manufacturing
authorisation no.38013/1/INS/99, last variation no.
sukls232700/2012 issued on 28/01/2013 in accordance
with Art. 40 of Directive 2001/83/EC transposed in the
following national legislation: Section 62 of the Act No
378/2007 Coll., on Pharmaceuticals and on Amendments
to Some Related Acts, as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
10/12/2012, it is considered that it complies with

The principles and guidelines of Good Manufacturing
Practice laid down in Directive 2003/94/EC’.

' These requirements fulfil the GMP recammendation of WHO,

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and should
not be relied upon to reflect the compliance status if
more than three years have elapsed since the date of
inspection, after which time the issuing authority should
be consulted.

The authenticity of this certificate may be verified with
the issuing authority.

GMP Certificate Ref No.: sukls232700/2012

Date:18/02/2013
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Name
Phone number: +420 272 185 832
Signature of the authorised person of the competent authority



Cast 2
X Humdnni 1é¢ivé pFipravky

1 VYROBNI OPERACE
1.2 Nesterilnf pFfpravky

1.2.1 Nesterilni pFipravky
1.2.1.6  Tekuté pro vnitfni uit{
1.2.1.13  Tablety
L2117 Ostatni nesterilni lé¢ivé pFipravky - 2dsypy

1.5 Pouze baleni
1.5.1 Primdrni baleni

£.5.1.8  Ostatnf tuhé l¢kové formy - sagky
1.5.2 Sekunddrni baleni

1.6 Kontrola jakosti
[.6.3  Chemické/Fyzikalni

Jakékoli omezeni nebo vysvétlen vztahujici se k rozsahu
certifikatu;

Datum: 18.02.2013

podpis opravnéné osoby ptisluinéhe organu Ceské
republiky

Franti$ek Chuchma
vedouci inspekéniho odboruy

Statnf dstav pro kontrolu lé&iv
Srobdrova 48

100 41 Praha 10

Ceska republika

e-mail posta@suki.cz
telefon: +420 272 185 832
fax: +420 271 732 377
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Jméno: Frantidek Chuchma

e-mail: posta@sukl.cz

Podnis: =

o

Part 2
4 Human Medicinal Products

! MANUFACTURING OPERATIONS
1.2 Non-sterile preducts
1.2.1 Non-sterile products
1.2.1.6  Liquids for internal use
1.2.1.13 Tablets
1.2.1.17  Other non-sterile medicinal product
(powders)

1. 5 Packaging only
1.5.1 Primary packing

1.51.8  Other solid dosage forms (sachets)
1.5.2 Secondary packing

1.6 Quality controt testing
1.6.3  Chemical/Physical

Any restrictions or clarifying remarks reiated to the
scope of this certificate:

Date:18/02/2013

signature of the authorised person of the competent
authority of the Czech Republic

Frantiek Chuchma
Head of the Inspection section

State Institute for Drug Control
Srobdrava 48

100 4} Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 271 732 377

GMP Certificate Ref.No.: sukls232700/2012
Page 2/2
Name
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GMP xan HACCP

Me mpooekTiKa eMAEYUEVOUS TAPAY@YOVS/TPOUNBOEVTES, Ot (BloL Ue TTOAUVXpOoVN eumelpia

OTOV TOUEQ TWV QPAPUAKEVTIK®V TPOIOVIWV Kal TV kalvvrkwv, eueic 1 ESSENS umopovue va
TEPNPAVEVTOVUE YIA TNV OVVEPYAOTiA HaS HE TpounOevtég/mapaywyovs twv mpoioviwv Uag, mov eival
Kkatoxot g 6tebvwg avayvwpiouevng motomoinong GMP. Eniong, 0Aot ot tpounBevteg pag eivat katoyot g
motomoinong xat tov ovotnuarog HACPP.

KaBwg ot maykoouieg ayopég, n Siebvig mapaywyn, n apounbeia pe mpaoteg VAeg kat SpAoTIKES PAPUAKEVTIKES
ovaieg avéavovv mv molvmdokotmnta ¢ alvoidag epodiacuov, ot GMP éleyyol eyyvovtal v vwnAotepn
duvatn o0 TA KAl TNV eVIALA TAYKOOULA TIPOTEYYILOT).

Katwtépw oag mapabetovue mAnpopopieg kat SIevkpivioeLs, yia to Tt onuaivovy ot miotomomoets GMP xat
10 ovotnua HACPP, kat ot stota sLoTomoinaon ouverayoval.

GMP eivat ovvtouegvon meg ayyiikng ovouaoiag Good Manufacture Practice, tov onuaivet
Kavoveg OpOng¢ Biounyavixng Ipaxtixng

IIpoxeitar yia éva ovotnua, Ue KUPLO OTOXO TNV PEATIOTH ACPAAEIQ TV PAPUAK®V, TV TPOPIUWYV,
KAAAUVTIKOV, {0OTPOPV, KA.

GMP xaBopilet Tovg kavoveg Aettovpyiag yia va amopevybei o xivbuvog (71.x. n eupavion twv enkivévvwv
PoQiuwv) xat ot n vouobeoia Sev Oa mapafiaotei.

Meta ™ ovupopewon Le Quatnpovs KAVOVES KAl QUOTNPA TPOTUIA CUUPOVA LLE TOVUG KAVOVES Tov tebvovg
KQVOVIOUOD, 0 TTApaywyoS, KAAAEPYNTIG 1) 0 EKTPOPEAS AQUPAVeL TO TOTOTOMTIKO, TO OM0L0 avayKala
QVave®VETAL TAKTIKA.

H motomoinon GMP Aettovpyei vao v atyida tov ITayxkoopov Opyaviouov Yyeiag (WHO —
World Health Organization)

O Aoyog g Snuiovpyiag avtng g motomoinong nrav va eéaopalioel raykoouiwg ta exi 1o mAeiotov
afrafn papuaxa. @apuaxa ue xaunAn/xaxn mootnta dev eivat povo kivévvor yia v vyeia, alla eivat kat
ULA OTTATAAT TTOPWV 000 YIA TOUG KATAVAAWTES TOOO KAl Yia Ti§ OVIKES KuPepvnoels. AVEmapkng Kat Kakog
XELPLOUOC PAPUAK®V UITOPEL VA CUVETAYETAL TOSIKEG OVOIES 1), IevavTiag, Ta OepamevTika ovOTATIKA Va eival
0€ QVETAPKEIC TOOOTNTEG, UE AMOTEAeTUA va unv gxovv Bepamevtikn emxibpaon. H modotnta xrietar kata
™ Siapketa ¢ mapaywyns. Atapopa otadia e mapaywyng eAéyxovrat. Aev apkel n Sokiun tov TeAtkov
7poiovTog. O 0TOX0G eival Ol XWPES VA SEXOVTAL LLOVO TNV ELOAYWYN KAL TNV TOANOTN TOV PAPUAK®V, TA 0TT0IA
exovv mapaybei/xaraokevaorel ovupwva e GMP.

Ot KUPLOTEPOL KIVEVVOL AITO UN) - TTLOTOTONUEVEG ETYEIPT)TELS EIVAL:

- MoAvvon tov poidvTog - WIOPEL va TPOKAAETEL SUOUEVEIS EMTTWOELS OTNV VYela 1) akoun kat avato
- EopaAuévn emonuavon otnv ovokevaoia - kivduvog Kakng xpnong

- AVETAPKEG 1) TOAV EVEPYO OVOTATIKO - AVATOTEAEOUATIKT) eiGpaon 1 (avemOvunTeg) mapevepyeteg

H mopeia xat ot apovroOéoetg yia mv aotoxoinon GMP

- EA&yxovTal OAES Ol TITUXES TNG TAPAYWYIS - TO XWPO TAPAYWYNG, TIC TPWTES VAES, TNV EKTAIBEVON, TNV
TIPOCWITIKT) VYIELV] TV EPYALOUEVDV

- AemTouepelc ypamteg S1adikacieg avasrtvooovTal Yid TG EMUEPOVS SLEPYAOIES ATAPALTIITWS. TETOLOV £iBOVS
Stadixaoieg Lmopel va exnpeacovy v IoL0THTA TOV TEAIKOV TPOIOVTOS

- texunpiwon ypartgamodeiéng mgopOngdiadikaociag, yia kabe mpoiov, otn Stapketa tng kabe ueUovwuevng
PAoTIG TG TAPAYWYTS

- Aemrouepeic katevBuvinpieg ypauueg yia mv mortomoinon GMP éwvat mpokabopiouéveg amo tov WHO.
AvUTEG o1 Ypauueg umopel va Stapeépovy amo KpaTog 0€ KPATOS KAl UITOPEL va S1auop@ovovTal oUU@ova
UE TIC avaykeg kat Ti¢ amaitnoelg kabe kparovg alla, mavra Paoet Siadikaotikov tov WHO yia v
smotomoinon GMP.

HACCP givat 1 ovvrougvon g ayyiwkng ovouaoiag Hazard Analysis of Critical Control Po-
ints, tov onuaivet Avaivon Kivétvvwv Kpiowwwv Enueiov EAgyyov.

To HACCP eivat éva ovotnua aétoAoynong mov apopa kabe rapaywyn tpo@iuwy, v exeéepyacia kat m
Stavoun tpoPiuwv.

To ovotnua auto amevBvverar kal OTIC ETUXEPTIOEIG-KPiKoL otV e@odiaoctikn aivoiba (Yewpylkeg,
sapaywyol vAikwv ovokevaolag, kAm). O kvptog otoxog tov ovotnuatog HACCP eival ta vyieva tpo@uua.
H Snuovpyia kat n epappoyn tov ovotnuato¢ HACCP eivat vtoxpewTikn amo 1o €To¢ 2004 kat Baociletal
oTovg Kavoviouovg tov Evpwmaixov KowvofovAiov kat tov Evpwraikov ZvufovAiov.

Ot armraunoelg epapoyng tov ovotnuarog, facet twv apxwv tov HACCP, otnv Toeyikn Anuoxpartia Simovtat
asto 1o SeAtio Tov Ymopyeiov I'ewpyiag CZ 2/2010.





