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Snimanje dokumentacije na CD

e Cijeli folder “NAZIV LIJEKA” se snimi na CD;

 CD se oznaci na sljedeci nacin

Broj protokola

Podnosilac zahtjeva

GlaxoSmithKline d oo,
Zmaja od Bosne 7-7a,
Sarajevo

Proizvodaé gotovog

Wellcome Limited, Great West

hjeka F.oad 980, Brentfrord,
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Vrsta zahtjeva Registracija lijeka
Naziv proizvoda ). 9.9, 9.4
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okumentacije
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GlaxoSmithKline d.o.o. Zmaja od Bosne 7-Ta, Sarajevo
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Brentford, Middlesex, Engleska
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ATC:JO3ARM2
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Repistracja lijela

Naziv lijeka: XXX
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Omot CD-a

na CD-u

Naljepnica

Datum dostavljanja: 14.10.2013.
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Primjeri gresaka prilikom
validacije




Detaljan izvjestaj o pogreskama prilikom provjere

1 Tablica sadrzaja
Tehnick: 1spravno

2 Datoteke 1 mape
2.7 Postoje prazne mape u submisiji:
0001 - SMPC UK od 09.02.2015|Jjjli§ 0001'm2\25-clin-over\25-clin-over

3 PDF datoteke

Tehnifki ispravno

- Ne smije biti praznih foldera



Detaljan izvjestaj o pogreskama prilikom provjere

1 Tablica sadrzaja
Tehméks ispravnoe

2 Datoteke 1 mape

2.8 Nedozvoljeni znakovi se koriste u nazivima dage{®
0003\ ml\13-pi\135-approvedema-approved-J R »df

2.11 Za module 1-3 nazivi datoteka ne odgovaraju nazivima propisanim u ALMBIH specifikaciji:
0003\ m1\13-pi\135-approved'ema-approved-ll-h_c 581 u 57.pdf

2.BP1 Pojedinacne datoteke su vece od{100 MB:
0003'umS\53-chin-stud-rep'\533-rep-human-pk-stud'\5 3 3 2-patient-pk-mit-tol-stud-rep N -1 <port. pdf
0003'm5\53~clin-stud-rep'53 5-rep-effic-safety-stud \Il\535 1 -stud-rep-contr N certificate-analysis. pdf

0003\m5\54-lit-ref N pdf

- Ne smiju se koristiti “ ” tj. donje crtice
- Pojedinacni dokumenti ne smiju biti tezi od 100MB



1 Tablica sadrzaja
Tehnick: ispravno

2 Datoteke 1 mape

2.11 Za module 1-3 nazivi datoteka ne odgovaraju nazivima propisanimm u ALMBIH specifikaciji:
0002\m1\13-pi\135 -apprm'e-uk-i 8-04-2015-changes-marked.pdf

0002\m1\13-pi\135-approvedapprovedH i uk-28-04-2015-clear.pdf
3 PDF datoteke

Tehnick: ispravno

- Voditi raCuna o Imenovanju, nedostaje prefiks
drzave



Detaljan izvjeStaj o pogreskama prilikom provjere

1 Tablica sadrzaja

Tehniéki ispravno

2 Datoteke 1 mape
2.8 Nedozvoljeni znakovi se koriste u nazivima datoteka:
0000'm1\17-decisionsauthorities\173-eudecis ion"xde-euclecision-nation@pon‘al. pdf

2.11 Za module 1-3 nazivi datoteka ne odgovaraju nazivima propisanim u ALVMBIH specifikaciji:
0000'm1\17-decisionsauthorities\173-eudecision'de-eudecision-national apporval.pdf

3 PDF datoteke

3.BP2 Neki hiperlinkovi i knjizne oznake unutar dokumenata i izmedu dokumenata unutar NeeS submisije nemaju ispravan cilj:
0000\m1'\13-pi\135-approved\ema-approved-Jjjjjjv9-clean.pdf

0000\m1\13-pi\135-approved\ema-approved- v9-marked.pdf

0000'm1'\additional-data‘\additionaldata-end-of-renewal.pdf

0000m2\25-clin-over\clinical-overview-addendum.pdf

3.BP5 Neki PDF hiperlinkovi i knjizne oznake nisu relativni:
0000'm1\13-pi\l135-approved\ema-approved- vO-clean.pdf
0000'm1\13-pi\135-approved\ema-approved-jjjjjjji} v9-marked.pdf
0000'm1‘\additional-data\additionaldata-end-of-renewal pdf
0000'm2\25-clin-over\clinical-overview-addendum.pdf

o Ve

- Ne smije biti prazan razmak izmedu rijeci
- Razmak iskljucivo criticama “ —”



Detaljan izvjeStaj o pogreskama prilikom provjere

1 Tablica sadrzaja

Tehnicki 1spravno

2 Datoteke 1 mape
2.8 Nedozvoljeni znakovi se koriste u nazivima datoteka:
0000'\m5\53-clin-stud-rep\536-postmark-exp'psur'study-report-psur-fullreport 7Tangust201 1-06au gl] 2.pdf

2.11 Za module 1-3 nazivi datoteka ne odgovaraju nazivima propisanim u AL MBIH specifikaciji:
0000'm1'\14-expert\142-nonclinical'nonclinicalpharmacolo gy-c*\'_ pdf
0000'm1'\14-expert\142-nonclinical'\nonclinicaltoxicology-cv- G
0000\m1‘\additional-data\additionadata-be-docmanuf-rixensart. pdf
0000'm3'32-body-data\32p-drug-prod\dtpa-ipv-syringe'\32p3-manuf\process-validationaseptigfillingvalidation. pdf
0000\m3\32-body-data'\32s-drug-sub'\dtcc-marburg'\32s6-cont-closure-sys'\container-closure @ glasscontainerorstainlesssteelvessel. pdf
0000'm3"32-body-data‘\32s-dimg-sublipv-rixensart'\32s2-manufi\controjstof-materials-cellbankcoaeopipv. pdf
0000'm3\32-body-data\32s-drug-sub\ipv-rixensart\32s2-manuf\controlsfof-materials-cellbankcoamebipv.pdf
0000'm3\32-body-data'\32s-drug-sub\ipv-rixensart\32s2-manufi\controfstof-materials-cellbankcoamwcebipv.pdf
0000'm3\32-body-data'\32s-drug-sub\ipv-rixensart\32s2-manuf\controjstof-materials-cellbankipv.pdf
0000\m3'32-body-data‘\32s-drug-subipv-rixensart\32s2-manuf\controfstof-materials-processmatenialsipv.pdf
0000'm3\32-body-data\32s-drug-sublipv-rixensart\32s2-manuf\controlsfof-materials-rawmaterialscalfserumcoaipv.pdt
0000'm3\32-body-data'\32s-drug-subipv-rixensart\32s2-manuf\controfstof-materials-rawmaterialscalfserummonographipv.pdf
0000'm3"32-body-data\32s-drug-sublipv-rixensart'\32s2-manuf\controfsfof-materials-rawmaterialsipv.pdf
0000'm3'32-body-data\32s-drug-sub\ipv-rixensart'32s2-manufi\controfstof-materials-rawmaterialstrypsincoaipv.pdf
0000'm3\32-body-data'\32s-drug-subipv-rixensart\3 2s2-manuf\controjstof-materials-rawmaterialstrypsinmonographipv.pdf
0000\m3\32-body-data'\32s-drug-sub\ipv-rixensart\32s2-manuficontrofstof-materials-seedcoamstype2ipv.pdf
0000\m3\32-body-data'\32s-drug-sub\ipv-rixensart\32s2-manufi\controfstof-materials-seedcoawstype lipv.pdf
0000'm3\32-body-data'\32s-drug-subipv-rixensart\32s2-manuf\controfsfof-materials-seedcoawstype2ipv.pdf
0000'm3\32-body-data\32s-drug-sub\ipv-rixensart\32s2-manuficontrofstof-materials-seedcoawstypedipv.pdf
0000'mn3"32-body-data\32s-drug-sublipv-rixensart'\32s2-manuf\controlstof-materials-seedipv.pdf
0000'm3\32-body-data'\32s-drug-sublipv-rixensart\32s2-manuf\controjstof-materials-seedoriginipv.pdf
0000'm3'32-body-data\32s-drug-sub'pa-rixensart\32s2-manuf\controfSyof-materials-rawmaterialspa.pdf




1 Tablica sadrzaja

Tehnicki ispravno

2 Datoteke i mape

2.5 Nazivi datoteka uklju¢ujuéi ekstenziju datoteke su dulji o
0002'n3\53-clin-stud-rep'\535-rep-effic-safety-stud\indication\53 3 1 -stud-rep-contr\study-report'controlled-clinical-studies-pertinent-to-
the-claimed-indication-1.pdf

0002'n35\53-clin-stud-rep'535-rep-effic-safety-studiindication\53 5 1-stud-rep-contr\study-report\controlled-clinical-studies-pertinent-to-
the-claimed-indication-2.pdf
0002'm35\53-clin-stud-rep\535-rep-effic-safety-stud\indication\5351-stud-rep-contristudy-report\controlled-clinical-studies-pertinent-to-
the-claimed-indication-3.pdf

- Nazivi dokumenata ne smiju biti duzi od 64
karaktera



3 PDF datoteke

3.1 PDF datoteke ne smiju biti verzija ili neka od ranijih verzija PDF-a:
0000'm1\17-decisionsauthorities\1 73-eudecision'hu-eudecision-labelling-mal150115.pdt
0000'm1\17-decisionsauthorities\1 73-eudecision‘\hu-eudecision-mal 501 15.pdf

3.BP1 Neke datoteke nisu kreirane i pohranjene kao PDF 1.4, 1.5, 1.6, ili PDF 1.7:
0000'm1\17-decisionsauthorities\1 73-eudecision‘hu-eudecision-labelling-mal>0115.p
0000'm1'17-decisionsauthorities\173-eudecision‘hu-eudecision-mal 501 15.pdf

- PDF verzija dokumenta ne smije biti starija od 1.4.
- Presnimiti dokument

i

- Isprintati pa skenirati



Detaljan izvjestaj o pogreskama prilikom provjere

1 Tablica sadrzaja

Tehnifki ispravno

2 Datoteke 1 mape
Tehméki ispravno

3 PDF datoteke
3.5 Submisija sadrzi korumpirane/ostecene datoteke:

0000'ctd-toc.pdf

3.BP2 Neki hiperlinkovi i knjizne oznake unutar dokumenata i izmedu dokumenata unutar Nee5 submisije nemaju ispravan cilj:
0000'm1\additional-data‘additionaldata-euat.pdf

3.BPS Neki PDY hiperlinkovi i knjizne oznake nisu relativni:
0000'm1‘\additional-data‘additionaldata-evaf. pdf

e TOC nije ispravan
* Nazivi foldera su bili predugi



Umjesto zakljucka




NeeS: prednosti/nedostaci/unapredenje

¢ 6
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- Pracenje EU
standarda
podnosenja
dokumentacije

- Uredenost
dokumentacije

" wgyl

- Poteskoce - Uvodenje eCTD

prilikom tehnicke formata, tj

validacije omogucavanje

dokumentacije elektronske
predaje

- Dugotrajniji dokumentacije

proces

pripremanja

- Manje hard copy predmeta

dokumenata






