Cist 2
X Humanni 1é¢ivé pripravky

1 VYROBNI OPERACE
1.1 Sterilni pripravky

1.1.3 Pouze propousténi Sarzi

1.2 Nesterilni pFipravky

1.2.2 Pouze propousténi Sarzi

1.5 Pouze baleni
1.5.1 Primarni balent
1.5.1.1  Tvrdé tobolky (v&etné pfipravkd
obsahujicich sulfonamidy)
1.5.1.2  Mekké tobolky
1.5.1.13 Tablety(v¢etné& ptipravkl obsahujicich
sulfonamidy)
1.5.2 Sekunddrni baleni (véetné Stitkovdni primdrnich
obalii parenterdlnich lé¢ivych pripravki)

Jakékoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

Datum: 20.07.2011

podpis oprévnéné osoby prislugného organu Ceské
republiky

Franti$ek Chuchma =l = A
vedouci inspekéniho odboru ?
Statni ustav pro kontrolu [é¢iv

Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz

telefon: +420 272 185 832

fax: +420 271 732 377
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Jméno: Frantidek Chuchma

e-mail: posta@sukl
Podpis: é&é’/”j
F-INS-002-21/09.09.2009

Part 2
X Human Medicinal Products

1 MANUFACTURING OPERATIONS
1.1 Sterile Products

1.1.3 Batch certification only

1.2 Non-sterile products

1.2.2 Batch certification only

1. 5 Packaging only

1.5.1 Primary packing
1.5.1.1  Capsules, hard shell (included products
with sulfonamides)
1.5.1.2  Capsules, soft shell
1.5.1.13 Tablets(included products with
sulfonamides)

1.5.2 Secondary packing (including labeling of primary

packing of parenteral medicinal products)

¢

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

Date: 20/07/2011

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

FrantiSek Chuchma
Head of the Inspection section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 271 732 377

GMP Certificate Ref.No.: sukls88901/2011
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



