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Czech Republic - system

Legislative:
m the Czech legislative: Act No. 378/2007 Coll., on pharmaceuticals
m National authority Guidances (ISCVBM CZ): No. DIS-01/200 and No. VYR-03/2006

Data available since 2005 (start of collection data 2002)

Publicly available data — classes of AM:
m  Currently: Annual report: bulletin of ISCVBM (Czech language only)
m Future: web site ISCVBM also in English

Quarternal reporting — from wholesalers - individual products — units sold
Kilograms of active substances (APIs)
Ability to identify route of administration: inject., oral, intramammary, MFs, topical

Main weaknesses of the system:
m Not possible to identify amount per animal species
m Not possible to estimate number of treatments/amount used in the treatment



Template

EXCEL SHEET with:
Code:

m Precise identification of the product and package
= Nationally specific

Name of the product
National marketing authorisation number
Authorised package size/version

5 categories of customers:
* wholesalers,
* vets,
* pharmacies,
* manufacturers of MFs,
o farmers

Note:

number of packages exported out of CZ,

In the case of distribution of non authorised products imported on the
grounds of exemptions (,No“ of exemption granted by SVA)



Template example
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2 | Sale of veterinary medicinal products 2009.
3
I Wholesalei:
| 5 | D - distributor HE - MF manufacturer L - pharmacy W - vet CH - farmer
| B | Elaborated by- name/phone:
7 1Q 119 1l Q 1Y Q
g |D Product name Package MA number | D ME | L | v |CH ME | L | ¥ |CH ME | L] v ]|cH| D ME | L | v |cCH Note
i O0G295S ARGENT AL, IS 1 A00 kL 96/ 3T0M3-C
i 0035909 ABAMITEL PLUS AW, PST 30 ML 96/ 028/01-C
11 O0SE639 ACETAPHLOX A LW, FLW 180G hd 99/ 554/59-C
i‘ 0090103 ACIFROGENTIN ALY, PLY 14320 &M 99/ 043/76-5/C
i (nlui=In i} ACIFROGENTIN A LW, PLWV 10X320 Ghi 29/ 042/76-5/C
l 0090102 ACIFROGENTIN ALY, PLY 20X320 G 99/ 043/76-5/C
i 0034452 ACTICAM 1.5 MGML AU FOR SUSF 10 ML EL2m0e088001
i 0034463 ACTICAM 1.5 MEML AU, FOR SUSF 32 ML ELV2/05/085/002
i (0034454 ACTICAM 1.5 MGML AU FOR SUSP 100 ML E 202088003
i 0034465 ACTICAM S MGMML ALY, INJ 10 ML E 208085004
i 003 7GES ACTISYL 20 MG AL THL 28x20 MG a6/ 05207-C
A 0037 G35 ACTIYL 20 MG ALY, THBL §4x20 MG 96/ 052/07-C
A O037717 ACTISYL S0 MG AL THL Z8X50 MG a6/ 05307-C
£ 0037730 ACTIYLS0 MG ALY, THBL §4x50 MG 96/ 053/07-C
A O037313 ACTRSYL 100 MG AL TBHL 28x100 MG a6/ 05407 -C
A 0037328 ACTIAYL 100 MG ALY, TBL S6X100 MG 96/ 054/07-C
A 0037355 ACTRSYL 100 MG AL TBL 1402100 MG a6/ 05407 -C
ﬁ O0GE7TS2 ADE-OLEOSUM AN, 1N 1¥A00 ML 96/ 95184-C
i (O0z7099 ADE-VIT AU, IMJ 50 ML a6/ 02401-C
i 0035607 ADE-VIT AU, IMJ 100 ML 96/ 084/01-C
A 0035629 ADE-VIT AU, IMJ 250 ML a6/ 02401-C
i 0035725 ADE-VIT AU, INJ 2580 ML PLAST 96/ 084/01-C
i 0035323 ADE-VIT AU, IMJ 500 ML PLAST a6/ 02401-C
i 003572 ADE-VIT AU, IMJ S00 ML 96/ 084/01-C
i o0z9107 ADEDRI-KEL AN, IMJ 100 bl a6/ 025/00-C
i 00za102 ADEDRI-KEL AU, IMJ 122400 ML 96/ 095/00-C
i 0035532 ADEDRI-KEL AN, IMJ 250 ml a6/ 025/00-C
i O02SG0S ADEDRI-KEL AU, IMJ 1222460 ML 96/ 095/00-C
i 0035771 ADENIPRAVAC-MDVB AL INJ 12800 DAVEK 97/ 091/03-C
38 O0z2S200 ADENIPRAVAC-HDMB ALY, IHJ 11000 DAVEK 97/091/03-C i
14 [« [»[pi]Prode;j vLPaB / 4] L|J_I
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Example of the data obtained
from the system

2003 2004 2005 2006 2007 2008

(kg] [kg] [kg] (kg] (kg] [kg]

Aminoglycosides (gen, kan) 160,0 219,5 135,7 201,8 73,2 436,4
Ansamycins 1,7 3,8 59 6,1 4,3 6,4
Cephalosporins lIl. and IV. 65,8 67,5 109,8 94,7 133,5 175,1
Quinolones 1174,5 11447 1273,2 11245 1072,2 1 406,6
Tetracyclines 24 893,1 31 038,6 35 874,0 51 244,6 44 295,8 44 856,3
Penicillines (including PNC+CL) 16 966,9 20 426,6 27 202,6 23 505,9 14 126,3 18 502,3
100 000,0
10 000,0 -
—e— Aminoglycosides (gen, kan)
10000 4 —=— Ansamycins
Cephalosporins lil. and V.
— T, — / Quinolones

100,0 \./ —x— Tetracyclines

—e— Penicillines (including PNC+CL)

10,0 -

1,0
[kg] [kg] [kg] [kg] [kg] [kq]
2003 2004 2005 2006 2007 2008




Considering of additional info

m Data on number of animals in the Czech Republic

m Prescribing practices questionnaire:

m  Questions on:
« considering info from SPC (dose, WP, warning) in prescribing practices

e antimicrobials used most frequently in certain species
» considering prudent use warnings
 using of results from susceptibility tests in practice

 factors influencing prescription ...
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