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Documentation For Registration

Part I:
IA: Administrative Data

IC: Expert reports

Part II :Quality

Defined active Substance(s)
ITA: Composition
V- Composition of the Veterinary Medicinal Product

IB: summary of product characteristics, Labeling , Package Insert

Chemical , pharmaceutical and Biological Doucumentation for Chemically

Quantity And /Or

Percentage Function

Names of Substances

Refrence to Standard

Active Substane(s)

Exipient(s)

Y- Container(Brief Description)
Y- Clinical Trial Formula(E)
¢- Development Pharmaceutics

IIB: Method of Preparation

\- Manufacturing Formula

(in cluding details of batch size)
Y- Manufacturing Process

¥- Validation of the Process

IIC: Control of Starting Material

\- Active Substanc(s)

\.). specification and routin tests

V.).). Active substance(s) described in a pharmacopeia
V.).Y. active substance(s) not described in a pharmacopeia

YA
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\.Y. Scintific Data

V\.Y.). Nomenclature

V.Y.Y. Description

\.Y.Y. Manufacture

V.Y.£, Quality control during manufature
V.Y.%. Development Chemistry

V.Y, Impurities

\.Y.V. Batch analysis

Y. Excipient(s)

Y.). Specification and routine tests

Y.).\. Excipient(s) described in a pharmacopeia
Y.).Y. Excipient(s) not described in a pharmacopeia

Y.Y. Scientific Data

¥- Packaging material( Immediate packaging)
¥.). Specification and routin tests
¥.Y. Scientific data

IID: Special Disposal relevant To The Prevence Of Transmission of Bovine
Spongiforme Encephalopathy

IIE: Control Test ON Intermediate Products( If Necessary)

ITF: Control Tests Of Final Product

V. Specifications And Routine Tests

V.. Product specifications and tests for release at time of manufacture(
general characterstics,specific standards)

\.Y. control methods

V.Y.). test procedures for identification and quantitive determination for
the active substance(s)

Y.Scientific Data

Y.). Analytical validation of methods and comments on the choice of
routine tests and standards

Y.Y. Batch analyses
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IIG: Stability
\. stability tests on active substance(s)
Y. stability tests on finished product

IIH:Data Related To The environmental Risk Assessment For Products
containing,Or Consisting Of Generally Modified Organisms(GMOs)

I1Q: Other Information

Part III :
Safety And Residue Documentation

IITA:Safety Ducumentation

IITA Y :Precies Identification Of The Product Concerned By The
Application

Detail Of The Active Substance(s)

IITA Y: Pharmacological Studies

IITIAY: Toxicological Studies

ITITA ¢ : Studies Of Other Effects

ITTIA ¢: User Safety

ITIIB" : Ecotoxicity

ITIB: Residue Documentation

IIIB: Precise Identification Of the Product Concerned By The Application
ITIBY: Residues Studies

ITIBY: Analytical Methods

Part IV:

Pre-Clinical And Clinical Documentation

IV A: Pharmacology

IV A\: Pharmacodinamics

IV AY: PharmacoKinetics

IV B: Tolerance In Target Species Of Animals

1V C: Resistance
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(b =255 ) sk (Sl )3 Jolome 390 IV Slilgus (rsle 928l +FVITLIS 55000 (nalegSs)
( Lincomycin Hydrochloride yv¥/Iv}. + Spectinomycin Sulphate 55/Iv}.)
oS —5l5 ~() 55 Jlora)/i) e ppslusS o6 51 e
( Marbofloxacin \-7.)
I35 e oS — (3 Jgoxo 352 ) AT Sl sl 5
(Neomycin Sulfate v-7.)
SdawsS —glS — (osh MG Mg YO+ (yrnlogis
( Neomycin)
soo = (0l )3 bglses 135 J= 70N+ pnle L i
( Virginiamycin \-7.)
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52 SidasgS =5 — (ol JPeommg Jgjlac]
( Albendazol )
2 ShosS — (gl ) VOV g o]
( Albendazol )
JaiogS—gl8 (ST pgmmilsgun)pgsibes +ILS+ Jgjlas]
((Albendazol+ Cobalt( as sulfate) + Selenium( as sodium selenite))
- thogS =8 — (Sys pmmlige ) 2105 o]
( Albendazol v/»}. )
S ol —tbunsS —olS — (55 Jolona PNV Sligsn (63 @) o]
( Imidocarb Dipropionate \Y/.)
95— (EF Jolma)/id )51,k 52
(Buparvaquone)
1) = Ko (o oo 00 o) SIS il
(Praziquantel)
Gl = = diogS —olS — (( osly VO-1MG o5l (53
(Triclabendazole)
SidursS =9l5 = (S gpilpgs) 7o JoildS 55
Fb = S = 27 MhaooS — sl —gl8 —(( )5 oo ) gzl ilimd
(Diminazene aceturate)
ko =5 — (gl 1O+ 118 LS,
(Rafoxanide)
5o koS g —l5 = ( o3 ) b
(Febantel)
)5 = ol = 3 sthagS 5 — (S5 g ) ATI0 Jpshan
(Fenbendazol % ¥/»)
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| ;;
! s w5 ol g ol = (STyg3 e ) VF o ) Jgjlaisid 11
H (Fenbendazol) H
| ot BiS = (S5 pmeiliogns ) sl + JilolS |
H (closantel + mebendazole) H
H 5t S el 5 (S5 gmailpgs) 18 e SIS |
(Closantel Na bv}.)
! 3 AhaosS = (oshy ) 0+ MG s Jl3lS :i
H ( Closantel Na) H
“ 52 WdosS — ((Syss pgmailpwges ) ZAVD Jgjlais S (65 + LIS 9)0 Jgealy ”
(Levamisole Hcl+ Triclabendazole NYbY.)
ii Sos— 45 = = sibagS =315 — (G, Joloms ) ZVID 350l ii
H ( Levamisol v/v7.) H
oo =S 5 = (S5 lme ) V10
H (Levamisole v/b}.) ij
13 s =g —l5 = (55 Jolomo y351 ) 2+ 1,85 9,0 Jgieely i
H ( Levamisole hydrochloride) H
i 3= thaoS =415 = (ol ) Jyate ;;
I ( Mebendazole) |
o 405 = Ko s LS g5 — (sl ) WO g LIS
I (Niclosamide) H
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Dbt it gl ol )9S 50 jbxe je100uSsS A (glb g)ld Cuwpd =Y
g — 52~ thogS =yl (0l Joloxo 153 ) 7Y+ g el
(Amprolium v-7.)
Sl Brae il 055 & J1i8659 5l )3 )50 — (b )3 bigle y353 ) ZV/F Syl + 70 psdg el
(ol 05 gio >
(Amprolium+ Ethopabate)

s = (Shs sloeo ) ZAUF pod el
(AmproliumA/sy,)

(Gl 00 o US55 y5ubo )3 )5k — (S Jolome ) VIO yol 553
(Toltrazoril)

95 ygb — (b 3 bl 390 ) 15 Clisss 5
(Decoquinate 57.)
o 21> (STysd G e Ll 059 45 i858 y9lo 53 ) ygabo — (5 3 boglia y3g0 ) 7o/ Jo 9500
(C/wv‘ 03U
(Diclazuril -/57.)
Shed Bras bl 055 & Ji8a59 9 )3 ) yoebo — (0 13 bgbs )53 ) 7717 WS 9,08 (g
(Cowl 05 mio 3,0
(Robenidin 5/57.)
s = (0 2 sl 135) 7Y (ppale gl
(Salinomycin \vY.)
2580 = (1 3 bglee )301) ol ygians
(Semduramicin )
52 MhosS — s — (Ol )3 Jglore y53 ) ¥+ Slisn sie nljlS W
(Sulfaclzine monohydrate)
95— ple— (g5 yob — (Shhed Jole ) cn2ygbd + lleS 9iS Wow

(Sulfaquinoxaline + Diaverdine)
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( Clopidol vv7.)

5y )3 osel — (01 53 bl )35 VD s dpusglsY

.=

Cowsl 00

(Lasalocid Na)

(Maduramycin \Y.)

) soso — (01 5> bgleo j093) 2V ¢ mado (yusiige

Gl 00

(

(Monensin Na \-7.)

29— (o1 53 bolsee Josl SN+ sl
Plo— (565 youo — (1,5 bglsee jo9s ) V0 p5L s

Plo— (1555 b — (0l 53 bglsrs Jgil)S ) 2+ o (iige
Plo— 55 e — (> > bolste 19 )il K+ ol

(Naracin + Nicarbazin)

(Monensin v-7.)
(Naracin \-7.)

(Nicarbazin Yb7.)
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i o= 55 5 4l5 sl = (B3 o3lel 03id 5 ) (RCG)
H (human Chorionic Gonadotrophin)

| Equine Chorionic Gonadotrophin

i = . P> P> - T
H o == MhwgS —gl5 — ()5 Jole ) Sliwl 4,V
- (Alarelin acetate)

;1 D553 g5 =l = (3 Jsloxe ) GNRH. Sl
H ( Gonadotropin Relseaing hormone )

u S = ole —l5 — (5 gy Jsloxs ) Slyss Javoli
| (Estradiol Benzoate)

ji )5 — S — ol = 5= MdargS —gl5 — ()55 Jglone ) (pmgs (oS
i (Oxytocin)

i ool = 9 — ()5 Ggmslwges ) bl (39018 93]
H ( Isofloprodon acetate)

H ol — 9B — ()5 Jgloxe ) Sl (o
| (Buserelin)

! s =S — (Jlajly 51 ol ) 095592
- (Progestrone)

- 95 — (JLasly S HelSubl) (g i
H (Progestrone)

i 05 = S — bl —didgS =l — ()5 S8y Jslxe ) 09 ion
I (Progestrone)

u S — ol g5 — (s Jplno ) FYOL 00598 gy
I (Prostaglandin fva)

i 5 . e >
i 45 = S sl =g — ()5 Jglome oo /¥ 9 7o IV land s (550 155
h (Dexamethazone sodium phosphate)

j ol =8 = (3255 03lal )39, ) s Jgitog gl (62
I (D-Cloprostenol)

H ol — 95— () 5 Jolore ) mades Jgiiang poolS
I ( Cloprostenol)

| s — (5l J5b i) il g (S
H (Medroxy Progestron Acetate)

}} hosS = (sl ) Oidlo
H (Melatonin)
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(5,5 Bpae o JiKa56 jodo 13 ) youb — (] )3 sl )53 ) sl Syl + sl Sibianlls iz
(Acetylsalicylic Acid + Ascorbic acid)

(3,13 Bpae gio JliKass joubo )3 ) Houbo — ((SThgd Jslore ) sl SoppoSnl + dpusl Silowlis Sl
(Acetylsalicylic Acid + Ascorbic acid)

95—l = ()3 gmmilymages ) il 9395, 518 93]
45 S =515 — sl = (5 Jolome JullS 500 el O 5
9 — (i3 Jobors JAF sl Suolidls

)5 = S = Gl =g — (55 Jolowo Vo ¥ 9 720 IV 550 155
(Dexamethazone sodium phosphate)
S — sl =95 — (5 Joloeo ) ZY LIS g)0m o305

S =l8 = sl = (s ol ) 70 (gl 3l
(Flunixin Mglumin)

.
u
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
|
H (Isoflupredon Acetate)
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I o — el = ()5 Joloee ) iU Jid
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
Il
i
|1
i
i
Lo

(Triplenamine)

( Tolfenamic Acid)
(Xylazine HCL)

(Phenyl Butazon)
S 5 tthnsS IS (s iy PG Sl 3l 53+ NN Sl ol i8IS
e
(ChlorPheniramine maleate + Dexametazone)

o = el 08 =l — (s Jolons ) spili 1353 + (il i
(PhenylButazone + Dexametazone)

5 — S —wl — WS g5 — ()5 Jolme ) 2V e LIS g0m S
(Ketamin\-7.)

ool =95 — ()35 Jglome ) )+ (B9 0958
( Ketoprofen \-7.)

(o3 b e e fiSa5 s )y — (o 13 oo 5352 ) gl Syl + il Lol 5
(Carbasalate Calcium + Ascorbic Acid)

05— S ol S 5 — (s e ) Sl ol IS
4)5 = el =55 — ()5 Joloee ) 2V WIS 90 (87 50

(Lidocain Hcl) )
4)5 = S —didsS g5 — (55 Jgloe = [0 N o dipdl + TV g j0m (358 50

(Lidocain HCL+ Adrenalin) )
S = AlisgS —9l8 — sl 05 — sl = (3235 03kl 393 Jndes Jgjeelic

(Chlorpheniramine )

(Methamisol Na)
Sw = 5217 MuogS =g — k= ()5 Jsloxe ) s Jgueli

0,5 =S el =5 — (5 gono ) oSS sl

(Methamisol Na)

(Meloxicam)
ya
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I

i
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i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

i

11 De 35— (V-8 liwpsley Sy ) oebeusl 5ol + sl o]
I (Ampicillin+ Cloxacillin)

! DC 5 (05 8 (Sl slog S ) 051522 laul S o5 + Syt (65 (b (0
H (Ampicillin Three hydrate + Cloxacillin Benzatin)

H MC o5 — (05 Ve Sy Sloy Sy ) 9) 95920 + Omrle 55+ el 55 oS
I ( Oxytetracycline + neomycin+ prednisolon )

I _ _ _ _.

: MC 35— (o5 Vo 5 205 O Sl ooy Sipes ) male 522550 9)00 (6 + wamslly o (52 i35
H (Benzyl Penicillin Potassum+ Dihydro- streptomycin)

H (5255 weme Pl Sloy S ) Slilgs (e 95+ (59 ko (2 s
I ( Benzyl penicillin Procaine + neomycin Sulfate)

i _ _ _

: DC 5— (o5 ¥ Sy ) 0l Gl Sgany
h (Bismuth Sub nitrate)

H DC g5 — (055 0 iy slay g9l> Sipos ) e 522550l 900 03+ 03 90 G e (2
| (Penicillin G Procaine+ Dihydro- Strptomycin)

i _ = = .

i DC 35 — (o5 Ve Sl sloy Koo ) Slilgus il gt ytl g)0em 03+ 03 9 G o
H ( penicillin G Procaine + Dihydro- Streptomycin)

I MC 35— (05 Vo Sl dloy Sopoo ) Sl cppumnle 985+ 583 90 G o (0
ji ( Penicillin G Procaine+ Neomycin Sulfate)

i De g5 — (05 ¥ iy sloy S ) Slilgus (il s3] )00 03+ 05395 G b 4
H (Penicillin G Procaine + Dihydro-Streptomycin)

H o5 0 Sl dloy ) (15l + S Gunle 55+ Slilgus ppmnle 525l + 390 G e
! MC J5—
H ( Penicillin G Procaine+ Streptomycin Sulfate + Neomycin sulfate +

U Prednisolon)

i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

Il

i

h

Lo

MC g5 = ([ o5 A (Sl Sy S ) 55 335 3+ pmtlol il + gl 55+ (Sl 5
(Tetracyclin + Neomycin+ Bacitracin+ Prednisolon)
MC 35 (o5 VSl slay S ) Slidg sio gl B + S2n gl
( Cephalexin monohydrate+ Kanamycin mono sulfate)
MC g5 — (o5 A iy sloy Koo ) Slidgus pis oS
( Cefquinum Sulfate)
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O Gy J515 (pgiiligs (g5l Sy —aibgagpn Slelipt il iy bt W pptulel b
DC 45 (
(Framycetin Sulfate +Pentamin Penicillin + Pentamate Hydroiodid )
(o5 1+ i Sy Koo ) 5818 52 G i 32+ 5513 (bl S5+ Sl sl e LIS
DC 45—
( Kanamycin Acid Sulfate+Cloxacillin Benzatin + Penicillin G Procaine)
5 (s ) (i oy S ) Sl ilgiing, + 15 30 G o o Mg ol gl S
MC
(Kanamycin Acid Sulfate + Penicillin G Procaine + Prednisolon Acetate)
De o5 — (05 Ve Sl dloy Sy ) 5l50 Gelsl 5518
(Cloxacillin Benzatin)
DC g5 — (0,5 Vo iy 3oy S ) o pgie (55 + was cpoond g + (150 a5 1S
( Cloxacillin Benzatin + Sulfadimidine Na + Trimethoprim)
MC 45 — (o5 0 Gl sloy Sipos ) s s (ol + s (eliwsl S8
(Cloxacillin Na+ Ampicillin )
De o5 — (s (o Ve Sy ooy ) Gmrle 8+ el S8
( Cloxacillin+ Kanamycin)
MC 55 — (S sloy Joelbg + bt o+ G 5905
( Chymotrypsin +Trypsyn+ papain + Vit)
MC 35— () oo+ (i Sy S ) IS 57000 cppunlo 350 + il ol 55
( Neomycin Sulfate + Lincomycin Hydrochloride )
MC g5 — (o5 Ve Sl oy S ) LIS 55008 sl 550 + Slilgur (ol 55
( Neomycin Sulfate+ Lincomycin Hydrochoride)
MC g5 — (o5 ¥ iy dlag Siges ) opmnle syl 53000 (03 + s ko (0 + s (o9
(Nephycilin+ Penicillin Na + DihydroStreptomycin)
DC g5 (Y8 Sluuploy (g5l Sy ) Cpmmnlogiy sislg)dud (63 + 53085 ol (it komandd
( Nephycillin + Penicillin Procaine + Dihydro Streptomycin)
DC g5 = (V-1 Slgdloy g5l Sy ) o (3 oo 08 950 +adoo (osiegd
( Novobiocin+ Procaine Benzyl Penicillin)
) 0sion * Opale g5l )12 3 +G il (4 0 g+ W resle 55 Hpuds Grgmgg
MCyl5 (Ve ML Sy sloy Sy
( Novobiocin Na + Neomycin Sulfate + Procaine Penicillin G + Dihydro
Strptomycin + Prednisolon)
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Vitamines, trace elements and elements of energy supply:

Alogs — olS — (L35 Jolons JAATY s 0l o
(Bicarbonate Na)
o — 5 = el = )5 o (s e ) oVl s + 8] 525
(Dextran Fe + cyanocubalamine)
oS — 55— (L) 5 Jslons ) 720 gy
(Dextrose bv.)
losS — olS — (L35 Jolons ) 7208 s 55157+ 720 G928
(Dextrose o). + NaCl -/37.)
o NgS — 4)S — S — sl — gl (L5 Jglone ) 70+ 59580
(Dextrose »-7.)
s =5l — (L5 pbore /¥ LIS wies + ZYIPY 55,28
(NaCl -Ix7. +Dextrose YI¥Y/.)

oS = l5 — (i, Jolowe ) ZVIY IS
(NaCl viv7.)
05 = Ko~ g — 8 — (55 s ¥+ s Sl
(Sulfate Mgy-7.)
S S hnsS AlgS — l5 — (5 S O+ e il
( Sulfate Mgx-7.)
o5 =l — g5 — sl ()5 Jsloma ) = (o 5 SIS S5 IS B g+ ] Sl
( Citrate Fe + Vit B + Gloconate Co, CU)
45— S — ol = Al —gl8 — (L5 Jslone JBAY (ppolisg + Hiud
(Phosphor + Cyanocubalamine)
logS — o5 — (L) 3 Jsloxe ) 7o+ s 59,18
( NaCl -/-a}.)
— b — o5 — (L5 Jlons ) JormaSd + aajte +piud + epadS
( Ca+ P+ Mg + Dextrose)
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logS =38 — ol = (L5 Jolons Jpga st +yhund + S
(Ca+ P+ Mg)
R MgS = Gl = g8 — ()55 Joloe ) Gt giud o2 i + SUsS oIS S
( Gluconate Ca+ MG Hypophosphate)
B = o el 08—tk —alagS g — (5 Jsbre )olisien 555 HOLgS S s
( Gluconate Ca+ Glucoheptonate)
R MdegS = gl8 ()5 Ggpilwge ) SBI 8 S
( Ca+CU +Edetate)
Seo = Syjph = (GR35 Jobes ) Cadlgw (2 e (52000
( Menadion Na BiSulphite)
4,5 — S — WS =8 — sl — (i, 5 Jolons ) (meling (oo
(Multivitamine)
J ShesS — dlgS — ol — ()55 Jolone ) dinel il + (yaling (ge
(Multivitamine + Amino Acid)
s = Sl oty — SUgS 6l el — LIS sl — Codghind S ) Sare 2
ol = XS —gl8 — ()5 Jalome — LIS S5~ IS CILS =018 98 — WIS b jike — il
( Minerals)
oS = Sy st s —l5 — (5 Jlons ) ADYE ol
Vitamin ADY E
4,8 — S — oS g8~ — ()5 Jslome JADYEC (el
Vitamin ADYEC
)5 = S = Gl — WS —gl5 — ()5 Jgloe ) puSaSB (0l
Vitamin B- Complex
)5 sl = SdasgS — g5 — (L5 Jslore ) BY peling
(Vitamin B)Y)
kg — o= b 35 — (5 Jpbo Joseil +E by
( vitamin E + Selenum)
(ol 52— MihasgS =15 ) = (5 Jslome ) LS + o + 5500 SUgSglS +B 095 (gl oyl
( Vitamin B+ Gloconate Mn+ Cu+ Co)
o3t S s —l5 — (i, Jploea ) SIS + (pun 8] el + BAY sl
( vitamin B\Y+ Trace Elements)
S = S 5y ik s 38 — (i, Jsloe Jlisalb) -+ ATU ol
( vitamin A Palmitate)
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Other groups of animal drugs:
4,5 = Sew = 95 — sl = ()5 Jolore ) 701N (o951
(Atropine)
kg = 5 = (Sy55 Jpboe ) Syt S35 i
(Acethyl Trybutil Citrate)
s e85 — (@le ) S yd dunl + S5 yians Sl + SIS s
(Oxalic Acid +Formic Acid+ Citric Acid)
s 9955 = (J5) So 8 sl
(Formic Acid)
S =~ didagS — cal =9l — (St gmuiliwges ) RIS w2l
(Chloride Ba)
koS =5~ = (S ale) i
(paraffine)
=9 (2l Jslowe 1391 ) Jgebiwll + SluyS (39580 modes + S Sligg + s Slgg
AlwgS —ditwsS
( Na- Propionate+ Ca Propinate+ Na HCoY+ Paracetamol)
S —gl5 — ()5 geedgel ) 70+ (gSitanld
(Dimethicone)
SdaogS =95 ~((5 el ) grg msly + B 9,10
( Dichlorofen + gentian violet)
SdogS — 95 — (] araSd J31> 9 (S (yomadgel ) (igSstonl
(Cymethicone)
logS — (e (5ol> Spw ) LS 950w
(Hydroxide Na)
95 = (U5 ) Oyl + Joloo 2S5 1)
(Cellulose + Glycerine)

(Menbutone)

35— (LR Jsloee ) deel sl gie
( metoclopramide)

NinogS — joubo — (&1 33 Jsloeo 390 ) (el 55yl 110

(HexamethyleneTetramine)
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- AC : Anti Coccidia

- Al : Anti Inflamatory

- AM : Anti Microbial

- AP : Anti Parasite

- BP : British Pharmacopeia
-DAB : German pharmacopea
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I - DMF : Drug Master File

I - DRU : Drug

ji - DTG :Detergent

H - EMEA : European Medicines Evaluation Agency
- - EP : European Pharmacopeia

H - FAD : Feed Aditive

i - FDA : Food And Drug Administration
I - FP : Finished Product

I - GMP: Good Manufcaturing Pracice
| - HER : Herbal Medicine

H - HO : Hormone

- - JP : Japan Pharmacopeia

H - MAH : Marketing Authorisation Holder
I - OD : Other Drug

I _ MHRA: Medicines and Health Care Products Agency

I - PDF :Portable Document Format

I - PLH : Product Licence Holder

ji - PMS : Post Marketing Surveillance

- - POI : Poison

i - RM : Raw Material

H - TGA : Therapeutic Goods Administration ( Australian regulatory body)
I - USP : United State Pharmacopeia

| - VAC : Vaccine

I -VMD:Veterinary Medicine Drug

H - VP : Veterinary Pharmacopeia

H - VT : Vitamine

- - WHO : World Health Organization
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