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CERTIFICATE OF GMP COMPLIANCE . : %E
Certlftcate Number: P_SZBZZQB »: s> : = >4 ﬁ -
Part 1. = - : _ - EI.’i -

EDA conflrms the followmg

) Name of Manufacturing Site. Egyp_mmxemaugnalfharma L

S Address of Manufacturmg Site: Tenth of R Ramadan City i
_“ | Operation'License Nu_mber:_LLHMZQZZLQO_IﬂQDJl?_BA.

PUFpose of the certificate: for company.

From the-knowledge gained during"in»spection of this manufacturer, the latest of which was conducted in
2022, it is considered that it complies with the principles and guidelines of Good Manufacturing Practice
_ according to WHO guidelines and/or other approved international guidelines for the pharmaceutlcal
> dosage forms, categories and/or activities listed in_the part 2.
Part 2: s s :

11 | Sotid dosage forms area includes (tablet-hard gelatin capsute “Powder & spansutes”)
1.2 | Semi solid dosage forms area includes 2 production lines of (cream-ointment-gel)-3 production
" lines of suppositories. - : -

1.3 | Liquid dosage forms area includes (syrup-suspension- oral drops“packed in glass & plastlc
bottles”)

“1.4-| Filling of purified water. -

1.5 B Lactam area mcludes (tablet~capsule powder for oral suspensnon) =

2] Sterlle area (1)) |ncludes Two productlon llnes of stertle drops (eye &ear) & one productlon lme of
eye and ear drops was added on 2/4/2014.

2.2 /| Sterile area (2) includes production of ampoule & vials (Non hormonal) (liquid- lyophillzed)

2:3 Sterile area (3) includes sterile penicillin vial “powder”

2.4 | Sterile area (4) includes. ampoules & vials (Non hormonal) (liquid- lyophilized).

2.5 | Sterile area (5) filling lines of cephalosporm vial-new productlon lme for cephalospordn vial was
~ | added on 2/9/2015. - . 3

2.6 | Sterile area(6) includes B-Lactam V|al powder Penem”

= 2T Productlon llne of eye. omtment =

The responsibility for -the. quality of the mdmdual batches of the pharmaceutical products

manufactured through this process lies- anufacturer
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e This certificate reflects the status of the manufacturista site-at the time of the inspection noted*abeve

and the period of validity may be- reduced or extended using regularlty risk management principle by
_an entry in the Restr;ct:ons or Clarifying remarks field. :

o The certificate remains valid untsl 21/05/2024 it becomes invalid if the activities and/or categories

certified here with are changetfcr it the site is.no longer conscdered to be in complianrcewith GMP,

. Dr. Amira Méhgoub

Authenticated,
Dr. Yasin Ragaey
e
~ Head of _ 519
- £/ : > Central Administration of Operations 2,24
Certificate Number: P-529/2023 VA = - :
Issue Date: 21/05/2023
The authenticity of this certificate can be verified via scanning the QR-Coae at tht_a upper right corner
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