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Common Technical Document

Pharm

CEFUROXIME 750 MG AND 1.5 G STERILE POW|
3.2.A.1.1 SITE MASTER FILE OF ABIPHARM LLC

3.2.A.1 Facilities and Equipment
Layout of facility

Explication

Packaging department of tablets and capsiles 1351, Air ockd Class A
102. Weighingarea of bulk products 13572, Airlockt

Room for sanitary personnel 1350, Air locks

Mrodorvids | e 1354, Air ook Class C

ing n i

Comidor 4 for classk Men oo
107. Vials Fillng and Sealing Department 114bd. Men locker entrance for dass D 136, Receiving'shipping aea Class D
108a. a-Personnel locker for class C 1152, Gamnent's i 37 Sevi okt
408b. b-Personnel locker for class C 115b. Garment’'s washing area for class D 311 Sreatn s
108c. c-Personnel locker for class C 115c. Gament's drying areaforclass D g Class K — |
103a. aGarment's steriizati classC H16ac. i ) Mo Oltce
109b. b-Garment's washing area for class C 116bd. Women locker entrance for class D 142b. Room for reference end retenfion samples.
103c. cGarmens preparation area for class C 117. Women locker forclass K 443 Rectroary Unclassified ——
110. " Labelling Department 1182, Garment's drying area for class K 144. Director
111a. Weighingarea 118b. Garment's washing area for class K 145. Quality Control Iaboratory
111b. Air lock for waighing area H18c. Garment's preparation for dass K 146. Room Personnel flow  wessh

434. Room for technical service personnel 147. Reception
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3.2.A.1.2 Machinery and Equipments

List of equipment used for manufacturing Cefuroxime, 750 mg or 1500 mg powder for

injection/infusion can be seen in the following table.

Ne | Equipment Brand Name Type Country of
manufacturing

1. | Particle Counter tsi 93101241005 | USA

2. | Vacuum pump MBK TEXHHUKa xd-20 PCR

3. | Vial Washing Machine | ADVAN PHARMACHEM | XG-KCQ 30 | PCR

4. | Laminar air flow Klimaoprema KA-2019 Croatia

5. | Laminar air flow Klimaoprema KA1008 Croatia

6. | Sterilization oven ADVAN PHARMACHEM | GMS-B PCR

7. | Autoclave FEDEGARI FOBS5S-TS Italy

8. | Closing Machine ADVAN PHARMACHEM | KGL1 PCR

9. | Powder sampling Collischan s703 Germany




