dgaall e lial) 5 4 501 oaiial o pal) alasy)

FOR AUPAM USE ONLY

Jagd At Jleain

Application No.

Company Code ad) Al gal) asiaill o jad) Sady) Balgdi seia ulla 3 jlatiu
APPLICATION FORM: ARAB UNION CERTIFICATE

Gkl a8,

:\SJJJ\‘)A‘)

FOR GOOD DRUG MANUFACTURING PRACTICE
( AUPAM-GMP Certificate )

(1) APPLICANT bl adia (1)

1. Name of frm/company:................ ... guaall 5l 4S8l sl -1,

2. Business address: ............... e ASE Bl ) 2

3. Contact information Juai¥) Gla slxa -3
Telephone no. ailell A8
Fax no. oSl L
E-mail s AT )

4. Company/Business Registration No.: AS Al i g Jlig oB 5 -4
(Enclose photocopy of certificate) (ol 30l (je 3 ) 30 (33) )

(Encloser no.: ) ( Ao Giw)

A< ,al ge Al Qallal) 1 iy el ge J g asall e slea -5

5. Particulars of person making the application on behalf of firm/company:

NI L e amY)
Telephone No:............ . ... oalall Calel) o8
Mobile No: ............... . L. Jal) caila o8
E-mail..cc..coovvvee. 9 RSy )
Designation: ................ ... bl 5 aladl Ja sl

s ANy eSS JlaiSU Aliadal) A5y plal)
Preferred mode of contact: Email / Fax / SMS

Y Aadall Al
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duhl) Gla Hlicall g 45 g2V LEA_\.\.AS czs-.’)‘j‘ AasY)
aall A sall aoiiatll o pal) AaTY) Balg s mia alla 3 jlaial

(2 ) PARTICULARS OF MANUFACTORY piaaly sl claglea (2)
1. Address of factory premises: ...... ... guadl Olsie -1
2. Address of store: ............... NGB - | P )

( () (38 a) (A il AS Al Cale aa piaall il Slaladall (38 ) -3

3. Submit Site Master File and the final layout .( Encloser no.: )

4. State floor area for Al a8l sall daliss S -4
Manufacturing purposes: ............... AR WEN k)| P UNE: )
Water purification.............. .. slall dpass
Packing and labelling: ............... e Y (il
Quality Control: ............... T E i B WA |
Storage: ... cubic metres U (S LN IS E W |
-maintained at room temperature- dmdall 5l jall da oy -
-maintained at ........ °C (cool storage) (@ dau ). galie) y -

- maintained at ........ °C (cold storage) (¢ da ) 3l oAl -
Other areas (please state): ... ... el 3,580 e (s A adl se Clalis
( 28 38 e) (Jlanial) (pe Agladl g 201l 408 (38 50) LaliiY) 3 jea¥)-5

5. Manufacturing facilities (enclose list of manufacturing equipment and systems

available and the function of each equipment)( Encloser no.: )
L) Asdeall Al
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dndall e jlival) g 45 5aY! GA_u.A czs-.’)‘j‘ AasY)
all A gall aiatll o jall alai¥) saleds e alla 3 laiuil

(Aram )l sl cillalid) lae Lagd) 43 g0 ) Anlaa g (e @l gall ) pinaall 1ad (A58 &5 Gl 5 Sow Ja- 6
( s )
6-Do this site or plant has been inspected by any local or international organization

(other than the health authority. ( List ) )
Aal 4a) gal) maalaall e () @i puaddl da -7

7-State if any of the following categories of products are manufactured:

(@) ol penicillins

(b) wsmsléwe cephalosporins

(c) udadl & salcytotoxics/anti-cancer preparations

(d) us~u» hormones

(e) @l uiw steroids

(f) 455 3 sabiologicals

(e.g. vaccines, blood products,
Biotechnology products

() wVua e 3 non-medicinal Products ............cceeeveveennnnn.e
( A8 Aald) (4 @3 ») (Encloser no.: )

(please state if the non-medicinal products contain toxic or hazardous
substances such as insecticides, pesticides, formaldehydes etc.)

A Assiall 44l
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duhl) il Hlical) g 44 gaY) GAL.A g_uaj\ AasY)
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slgaaiaal aly Al Gl pdaaiall Li¥aall JKY) (3)
(3) PHARMACEUTICAL DOSAGE FORM OF PRODUCTS TO BE
MANUFACTURED

JolS sl (g e 8l

[ —

. Injections/Infusion fluids

2. Non-injectables sterile liquids

3. Tablets

4. Capsules

5. Liquids:

Oral preparations

External preparations

6. Semi-solid dosage forms

7. Suppositories

8. Pressaries

O oo o o ot o oo

9. Powder (Non-sterile)

O O OO o d ob o oo 4
O O oo o o oo oo o 4

[

10. Others (Please state details)

Ao ) Andall )
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dnhll il Hlical) g 4 aY! GA_u.A czs-.’)‘j‘ AasY)
pall A gall abiatll o jall alai¥) saled 1 mia alla 3 laial

(4) QUALITY CONTROL sasall ua (4)
(Leiilla 5 5 5 eaYU el a3 ) 53 sal) Japmy dalal) Jaall il a5 3 3eaY) -1

1. Facilities for quality control (enclose list of quality control equipment available
and the function of each equipment)

2. Release of products. WY Gy s el -2
Name of person authorising release: ... WY (o ua bl Jsdall and
Designation: ............ e bl el

(5) PARTICULARS OF KEY PERSONNEL Ol Ol gunal) (e Claglra (5)

251 e Jypead -1

1. Particulars of person in charge of *production

Name: .........coeeviiiiinnnn, T L
Nationality.: ..................... IR SN |
Qualification: ..................... . aladl Ja sall
Experience: ..............o.... R 35 N
Directly responsible to: ......... ... BAENPEREN

335l basa Jysue -2
2-Particulars of person in charge of quality control

Name: ..., Y vet |

Nationality ...... R SN

Quialification: ..................... e e aladl )
Lsaldl dniall Al
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il A gall aniatll o jell Alad¥ Baledimia calla 3 jlaiul

Experience: ..........oooiiien. N e |
Directly responsible to: ............ RPN v T2 | B = E )

83 gl S 58 J 55 -3
3-Particulars of person in charge of quality assurance.

Name: ......ccoovviviiiinine. Y vvt |
Nationality ...... U SN
Qualification: ..................... UURRRPON | BTN |
Experience: ..........ccceeeeinnnnn USRI 3 T=N |
Directly responsible to: ............ PPN v VN b 2\ P ]
4 Al &kl J 53 -4
4-Particulars of person in charge of store control
Name: .......cooovviiiiiin e, Oy vvt |
Nationality ...... R SN
Qualification: ..................... UURRRPON Y | BTN |

Experience: ..........ooooiiienn. N Bt |

Directly responsible to: ............ RPN v T2 | B = E )

Aald) Al Al
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aall A all aieatll o pall AasY) Salgl : ria bl 5 il

(6 ) DECLARATION ) asha (ja a5 6)

5 laial! sda g allall 138 ru.ls.udjmh\ -1
1. | have been authorised to make this application.
sl A8 5l deliall Ay pal) 45 gaall cilllaia (38 5 dlall ) puaniosall delivay alga Ul -2
2. | undertake to carry out manufacture of medicinal products in
accordance with current Good Manufacturing Practices.
dua¥l e ysaa A 4yl Gl sa ) s dagmaa calhal) 13 8 Aidall il sla) o S50 1 -3
3. | declare that the particulars given in this application are true and that
the documents enclosed are authentic or true copies
oLl (piifial) Balgill g a8 gall il Ay 5a¥) oatial o yall Aa3B adda lla 24 -4

i sal)

- dalgdll
Signature of Applicant : ........................ cowennllall adia 2 63
Name of Applicant RS ) 21| PR PN
Company stamp e aadll 5l AS il s
Date e, gl

Ll Anieal) Al

PDF created with pdfFactory Pro trial version www.pdffactory.com



http://www.pdffactory.com

Gl il 3hiuall 5y saY) atial el sla3Y)
il 515l pieaill o el SlaSY) Baled ; ia calla B jlaiud

(7) LIST OF ENCLOSURES il ,al) Aadld ( 7)

Gl
Ll o (llll 138 b Caiia L)

name Enclosure | Enclosure no.
(as indicated in

this application)

Giladiall e

(5aY) Anbeall ) Al dadeall Al
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