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AN OVERVIEW

Factory: Nowshera Economic Zone Risalpur,
Nowshera, KPK, Pakistan.

Phone: +92-332-8585555

Email: info@starwayspharma.com,
starwayspharma@gmail.com

Website: www.starwayspharma.com
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Company Name: STARWAYS PHARMACEUTICALS (PVT) LTD
Location: Nowshera Economic Zone Risalpur,
Nowshera, KPK, Pakistan. STARWAYS

/” /1_.1:1;*”1@( culica /J

DML No: 000999




At Starways Pharma, we share a culture of equal growth opportunity,
Welcomed innovation, creativity and exploration.

This distinctive culture has lead us to our most prefered, human friendly managment

system......... The Managment by Objectives. s/'r)/Aanvs




50//'

CERTIFICATES AND APPROVALS
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GOVERNMENT OF PAKISTAN
Drug Regulatory Authority Of Pakistan (Peshawar)

Ministry of National Health Services, Regulations & Coordination g%
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Certificate No. £.3 "/a?,/lt-!- Staywo "-('}l \-DRAP-4G 7 Date /8 =R - 2034
CERTIFICATE OF CURRENT GOOD MANUFACTURING PRACTICES

I’xporting Country: - Islamic Republic of Pakistan
Importing Country: - Afghanistan

Licence to Manufacture

It is 1o certify that M/s Starways Pharmaceuticals (Pvt) Ltd, Plot No. (Private I.and), near China
Glassware, Nowshera Economic Zone, Risalpur, Nowshera, Khyber Pakhtunkhwa, Pakistan holding a
valid Drugs Manufacturing License No. 000999 is authorized to produce medicine of following categories and is
found complying with cGMP in terms of process control, maintenance of equipment and area documentation etc

1s / are hereby licensed to manufacture by way of _Formulation
as per provision of Drug Act. 1976 and the rules framed therc_under.

at thC tOHOWIng prCIT"SCS:- gl;:“::;l E:L::::icl;;:l;‘ R::T;uflf::::ﬂ:::?:‘;:;:' ' I " | Formulation ] Phn-rn?m'ceuticalCﬁtéguries Activity (ies)

M/s Starways Pharmaccuticals (Pvt) Lad,

Capsule General Mixing, Filling & Sealing, Polishing. Blistering,
_ — : _| Packaging. =
General Mixing, Drying, Compression, Coaling, Blistering and .
, SO , Packaging R
Capsule Cephalosporin Mixing, Filling & Sealing, Polishing, Blistering,
- __ - - Packaging. |
Dry Powder Suspension - Cephalosporin Mixing, Filling, Sealing, Labelling & Packaging

e

eI _ _ ~ Drugs registered under the Drugs Act, 1976, X
This licence permits the manufacture of PR Tablet

7 This licence shall, in addition to the conditions specified in the rules made under =t

the Drugs Act 1976, be subject to the following conditions, namely: Certification is based on evaluation conducted on 12-8-2024.

F N b e The certificate is valid for Three years from the date of inspection.

(i} The licence will be in force for a period of five years from the date of issue DEREE e Responsibility to maintain quality of Good Manufacturing Standards throughout the period of validity
unless earlier suspended or cancelled. 12 2t of this certificate shall lie on the manufacturer itself as per Drug Act 1976 and rules framed there

g under.

sale by the licensee of the products manufactured under this licence, subject K 'I‘hi.s Ceciiicate als? per-mils t!m ﬁrm‘ to-appy-for egistration of (their produclls nm‘nuﬁﬂ.‘:turcd il
. X _ _ ) : W "o valid Drug Manufacturing License issued by the Drug Regulatory Authority of Pakistan, in the

to the conditions applicable to licences for sale. T £ importing country.

The validity shall automatically cease, in case of reporting of non-compliance of current Good

Manufacturing Practices (¢cGMP) under the Drug Act 1976 and rules framed there under.

This certificate is in line with the format as recommended by WHO (TRS No 908.2003)

S Frgg The Certificate is issued on the request of M/s Starways Pharmaceuticals (Pvt) Ltd, Plot No.

Production Incharge. Quality Control Incharge. D 2 (Private Land), near China Glassware, Nowshera Economic Zone, Risalpur, Nowsher:, Khyber

] wel., 02-12-2024 PR Pakhtunkhwa, Pakistan on demand of the importing country ( Afghanistan ). 0
Date of issue/renewal: e O - : |

(if) - The licence authorises the sale by way of wholesale dealing and storage for

(i1} Names of the approved expert stafl

Syved Yasar Jamal Bacha (Pharm-D) Mr. Adil Ghaffar (Pharm-D)

Signature:

Date: ’G!illm.bl -

Seal & Stamp: _ﬁia U L BAR;

Federal Inspectour of Drugs
Drug Requlator y Authority

Disclaimer: This certificate is issued for above mentioned purpose only. Not to B uséd fofny fromational
activities within Pakistan. This certificate remains the property of the Drug Regulatory Authority of Pakistan and
must be returned on demand.

C
Cenrral Licensing Board

Drug Manufacturing License Issued by Drug CGMP Certificate Issued by Drug Regulatory
Regulatory Authority of Pakistan Authority of Pakistan
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Govermnment of Pakistan

Federal Board of Revenue

FBR i

PAKISTAN

A084317 TAKPAYER REGISTRATION CERTIFICATE

(Under Section 181C of the Income Tax Ordinance 2001)

&
« SECURITIES AND EXCHANGE COMMISSION OF PAKISTAN

®

e T, "'.!'

COMPANY REGISTRATION OFFICE

(PESHAWAR)
CERTIFICATE OF INCORPORATION i pamsialy ATIS ‘I‘ II I|| I “II “ “I”l II‘”
[Under section 16 of the Companies Act, 2017 (XIX of 2017 )] 4811605
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Date of Registration 23-Nov-2020

Corporate Unique Identification No. 0162715

Type of Person Company

I hereby certify that STARWAYS PHARMACEUTICALS
(PRIVATE) LIMITED is this day incorporated under the Companies Act, 2017
(XIX 01 2017) and that the company is limited by shares.

Inc. No. 0162715

PO O e L LY
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LY

Inc. Date 20-Nov-2020

Given under my hand at Peshawar this Twentieth, day of

November, Tiwo Thodsand e Dieate. Name STARWAYS PHARMACEUTICALS (PRIVATE) LIMITED

OUT SIDE PREMISES, NEAR CHINA GLASS WEAR, NOWSHERA ECONOMIC ZONE ,
RISALPUR, Nowshera Nowshera

Address

Tax Office RTO PESHAWAR

Incorporation fee Rs.25,500/- only

Activity Type Business

,«’.:’/ A
‘/H. /f

Mfﬂlﬁ( Eunrs
(quﬁj Aslam) 3 lg . il
Deputy Registrar of Companies 2 iy b This is a computer generated certificate and,
Peshawar NSy hence, no signatures are required.
Y Displaying of Taxpayer Registration Certificate is mandatory as
provided under section 181C of Income Tax Ordinance 2001.

This is not a valid evidence of being a "filer" for the purposes of clauses (23A) and (35C)
of sections 2 and 181A of the Income Tax Ordinance 2001.
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Date of Print 24-Nov-2020
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PARTNER IN PROGRESS »» 051 111 ?'}2 ‘??2 helphne @ for gov.pk www.fTbr.gov. pk

Certificate of INCORPORATION Tax Payer Registeration Certificate
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Sections for Production of Human Drugs \_ 4
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Section Category (ies) Activity (ies)

Capsule (General) Mixing, Filling, Polishing,
Blistering, Packaging

Tablet (General) Mixing, Drying, Granulating
Compressing, Coating, Blistering,
Packaging

Sachet (General) Mixing, Filling, Sealing,
Packaging

Dry Poweder Suspension (General) Mixing, Filling, Sealing,
Labelling & Packaging

Capsule (Cephalosporin) Mixing, Filling, Poslishing,
Blistering, Packaging

Dry Powder Suspension (Cephalosporin) Mixing, Filling, Sealing,
Labelling & Packaging
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A Sneak Peak Into the Facility N
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TOTAL AREA OF PLOT 205' X 219' = 44895.000 ST

COVERED AREA
Total covered Area: 23710 sq ft o P
2. RECEPTION - 299.406 Sft

3. ACCOUNT OFFICE SECTION -400.74 Sft

_ 4. CONFERENCE ROOM -317.742 Sft
Quality Control Lab: 1760 sq ft 5. EXECUTIVE CHANGE ROOM -115.94 St
: 6. FEMALE CHANGE ROOM -377.391 Sft

General Tablet Section: 1137 sq ft 7. MALE CHANGE ROOM _427.876 S
e 8. QUALITY CONTROL LAB -1760.52 Sft

General Capsule Section: 1469 sq ft o CENFRAL TABLET SECTION acsl sh
Sachet F|||ing; 70 s@ ft 10. GENERAL/ CAPSULE SECTION - 1469.250 St

_ | 10a. SACHET FILLING - 70.00 Sft
Blister Room: 312 sq ft 11. BLISTER ROOM - 312,034 St
Dry Powder Suspen5|0n General: 275 Sq ft 11la. DRY POWDER SUSPENSION GENERAL 275.000 Sft
. 12. PACKING HALL - 959.640 SHt
Packing Hall. 960 sq ft 13. VIAL & BOTTLE STORE - 848.521 Sft
Vial & Bottle Store: 850 sq ft - Bt
Decoating: 227 sq ft CEILING SECTION -2971.913 Sft
' 16. CAPSULE SECTION - 803.241 Sft

Dry Powder Vail Filling And Ceiling Section: 2971 sq ft 17. VAIL PACKING HALL -1023.295 St
. 18. BLISTER ROOM - 244.45 Sft

Capsule Section: 803 sq ft

_ _ 19. DRY POWDER SECTION - 545.949 Sft
Vail Packmg Hall: 1023 SO ft 20. RAW MATERIALS STORE - 1125.163 Sft
Dry Powder Section: 545 sq ft 1. PACKING MATERIAL STOR 96549250
Raw Material Store: 1125 sq ft 23. MALE CHANGE ROOM - 266.986 Sft
: : , 24. FEMALE CHANGE ROOM - 260.52 Sft
Packing Material Store: 965 sq ft e AW MATERIAL STORE o e
Finished Goods Store: 679 sq ft 26. PAKING MATERIAL STORE - 459.657 St
27. FINISH GOODS STORE - 340.626 Sft
Female Change Room: 260 sq ft 28. PASSAGE - 3477.000 Sft
Male Change Room: 266 sq ft 2. VARARDAR 281375 Bt

TOTAL COVERED AREA - 23710.290 Sfi




Tablets General

Majezik 100mg 1 ablet Flurbiprofen 127067
Montelukast Smg 1 ablet Montelukast Sodinm 127068
Montelukast 10mg Iablet Montelukast Sodium 127069

SWP Cipro 250mg I'ablet Ciprofloxacin Hcl 127081
- SWP Cipro S00mg 1ablet Ciprofloxacin Hcl 127082

Sitagliptin Phosphate + Metformin Hcl 127809 2X'1'S
7 Sitagliptin Phosphate + Metformin Hcl
Azithromycin Dihvdrate
Azithromycin Dihvdrate

10 Levofloxacin Hemihvdrate

11 Levofloxacin Hemihvdrate

12 Starlenz 600mg tablet Linzolid
13 SW Pram 10meg I ablets Escitalopram Oxalate

127810 EX TS

127813 1x06's

127814 1x0's

127815 1x10's

127816 1x10's

128117 2X0's

128132 1x14's




Capsules General

14 Omeprazole Enteric Coated Pellets

Ompezo 40mg Caspule 126824 2x7's

15  |Ompezo 20mg caspule Omeprazole Enteric Coated Pellets 126825 2X7'S

16 |Esoway 20mg capsule 127811

Esoway 40mg Capsule Esomeprazole Enteric Coated Pelletfes 127812
Tamurex 0.4mg Capsules Tamsulosin HCL Pellets 128133

Capsules Ceph

19 |Cefixm 400mg Capsule Cefixime Itrihvdrate (Compacted) 127819
n SW Ceph 250mg Capsule Cephradine Monohvdrate (Compacted) 128126

SW Ceph 500mg Capsule Cephradine Monohydrate (Compacted) 128127
SW Clor 500mg Capsules Cefaclor Monohydrate 128130
SW Clor 250mg Capsules Cefaclor Monohvdrate 128131 2X6's

Dry Suspension Ceph

Esomeprazole Enteric Coated Pelletes 2XT'S

O 2x7's

18 2x10's

2xX06's

2X0's

24 |Cefixm 200mg/Sml DS

Cefixime Irihvdrate (Micronised)

127817 30 ml

25 |Cefixm 100mg/Sml DS Cefixime Irihvdrate (Micronised) 127818 30 ml

26 |SW Clor 125mg/Sml DS Cefaclor Monohydrate 128128

27 128129 o0ml

SW Clor 250mg/Sml DS Cefaclor Monohydrate




H 40 mg

Duodenal ulcer
Gastric ulcer

Reflux oesophagitis
Symptomatic gastric oesophageal reflux
disease

NSAID associated gastric and duodenal ulcer or
erosions

Helicobacter pylori eradication in peptic ulcer
disease

Zollinger-Ellison syndrome

. Urinary Tract Infections (UTls)

. Gastrointestinal (Gl) infections

. Respiratory Tract Infections (including Pseudomonal
infections in cystic fibrosis)

. Skin and Skin Structure Infections

. Chronic Bacterial Prostatitis

. Bone and Joint Infections (e.g., Osteomyelitis)

. Sexually Transmitted Infections (e.g., Gonorrhoea)

. Surgical Prophylaxis (select cases)

. Most other bacterial infections responsive to
ciprofloxacin
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B 40 mg

« Duodenal ulcer

« Gastric ulcer

« Reflux oesophagitis

« Symptomatic gastric oesophageal reflux
disease

« NSAID associated gastric and duodenal ulcer
or erosions

« Helicobacter pylori eradication in peptic ulcer
disease

« Zollinger-Ellison syndrome

500 mg

« Cervicitis

- Lower respiratory tract infections

» Multiple myeloma

. Otitis media

+ Reversal of excessive bradycardia
. Skin and soft tissue infections

. Soft tissue and skin infections

. Status epilepticus (unlicensed use)
. Upper respiratory tract infections

o Urethritis
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Montelukast

Montelukast Sodium(USP)

SW-Flox

(Levofloxacin Tablets USP)

l 5 mg
B 500 mg &
B 10 mg
B 250 mg \
. Reatment of acute pyelonephritis e o Used for rheumatoid arthritis, osteoarthritis
» Management of bronchitis and respiratory tract and ankylosing spondylitis

infections
e Treatment of complicated urinary tract infections (UTls)
« Management of epididymitis

« Effective in musculoskeletal disorders
o Indicated for trauma such as sprains and

« Used in nephrogenic and partial pituitary diabetes strains = r}““‘
insipidus » Provides analgesic relief in mild to moderate |

e Treatment of pneumonia and otitis externa pain

* Relief of oedema and otitis media . Also used for dental pain, post-operative

« Short-term treatment of severe congestive heart failure
« Treatment of skin and soft tissue infections

ST-MET Majezik

Flurbiprofen (USP
100 mg urbiprofen ( )

pain, dysmenorrhea, and migraine

(Sitagliptin+Metformin HCL) Tablets BP

Bl 50mg + 1000 mg
B 50 mg + 500mg

ankylosing spondylitis
control when diet and exercise are inadequate
« Adjunct to diet and exercise in patients inadequately controlled

. Effective in musculoskeletal disorders
on Metformin HCL or Sitagliptin alone or already on the . - Indicated for trauma such as sprqins qnd strqins
combination ' o ° e e e ®
e Triple combination with a sulphonylurea in patients inadequately o Provwles analgesm rellef in m||c| to moderclte pain
controlled on Metformin HCL and a sulphonylurea . AISO USEd fOI' dental pain, post-operative pain,

e Triple combination with a PPAR T agonist (thiazolidinedione) in

patients inadequately controlled on Metformin HCL and a PPAR T dysmenorrheq, qnd migrqine
agoniSt ® @ ] 0 @ 2 @ @ e

e Adjunct to diet and exercise to improve glycemic control in
combination with insulin " o ® ® ® @ ® © o @ @ @ o .




B 10 mg

Indicated for major depressive disorder
Used in adults and adolescents

Treats acute depressive episodes
Maintains long-term depression control
Helps manage depressed mood

Reduces loss of interest

Addresses appetite or weight changes
Improves sleep disturbances

Eases psychomotor agitation or slowing
Reduces fatigue and low energy

Helps with guilt or worthlessness

Aids concentration and thinking
Addresses suicidal thoughts or attempts

SW Ce

B 500 mg

Bone and joint infections
Genitourinary tract infections
Lower respiratory tract infections

Upper respiratory tract Iinfections

tonsillitis)

Pneumonia and general respiratory tract infections

Prostatitis
Skin and soft tissue infections
Surgical prophylaxis

PRAM

Escitalopram

ph

B 250 mg Cephradine

(curpergda )

ydoD MS

2%
(including pharyngitis, EE &

Adjunctive therapy for bacterial infections as an alternative

choice

B
24

STARWAYS
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Tamurex

Tamsulosin HCL
0.4 mg

o Selective and competitive binding to |
postsynaptic al-adrenoceptors, especially
alA and a1D subtypes.

» Causes relaxation of prostatic and urethral
smooth muscle.

o Results in increased urinary flow rate. [ e o

« Reduces symptoms of benign prostatic e —
hyperplasia (BPH).

» Improves irritative symptoms linked to

bladder instability.

SW LINZ

Linezolid [\é]

TARWAYS
Hnrmﬂ:uﬂ

[ \éﬁ ] 20 Capsules |
el

TAMUREX

(Tamsulosin HCI)

—

04mg

B 600 mg

SW LINZ

(Linezolid)

. VRE infections (Enterococcus faecium), with or
without bacteremia

. Nosocomial pneumonia (S. aureus MSSA/MRSA, S.
pneumoniae including MDRSP) 12 Tablets

. Complicated skin infections (S. aureus MSSA/MRSA,
S. pyogenes, S. agalactiae)

. Uncomplicated skin infections (S. aureus MSSA only,
S. pyogenes)

. Community-acquired pneumonia (S. pneumoniae
incl. MDRSP, S. aureus MSSA only)




« Mild antibiotic for children

« Used for throat, ear, and
respiratory infections

« Pleasant-tasting formula for easy

dosing
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Cefixime USP)
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Third Generation
Cephalosporin Antibiotic
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Cefixime
100mg/5ml Suspension

!
SR
e :
] {Cafixima USP) |, e
r 200mg/Sml ey
tion
Caphaloapann Antibiols

For moderate bacterial infections
in children

Suitable for upper respiratory and
urinary infections

Provides stronger dosage when
needed

i
JEN

N Third Generation
- . Cephalosporin Antibiotic

5 Capsules

(Cefixime)

2+ = = \TR N
- I‘.tll\\n S Capsules

(Cefixime)

Cefixime
400mg Tablets

Broad-spectrum antibiotic for
adults

Treats sinusitis, tonsillitis, UTIs,
and bronchitis

Once-daily dosing for convenience

s o —
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Cefaclor
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125mg Sl Cefaclor 3:
Second Generation 250my/Sml
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Useful in respiratory
» Indicated for arrhythmias 1 infections
post-myocardial infarction » Prescribed for otitis media Suitable for skin infections
» Effective against bronchitis ~» Helps manage pharyngitis Works for soft tissue
» Active in genitourinary  « Used in pneumonia cases infections
infections Commonly given for
3 tonsillitis
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LEAK TEST AFFARATS
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Utilities: HVAC
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Material And Product Control

* Specifications & Test Methods
* Validation of Analytical Equipment and

Analytical Methods
* Supplier Approval & Control




Control Process e
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 Material and Product Labelling
PROCESS OUTPUT
i rotential PP P aiannes | © O@Mpling and Testing

Quality Attributes e Pre-compression force Appearance

Blend uniformity e Compression force Tablet weight v Sta bi I ity T@Sting

. Gran.ule Surfacg Area e Press Speed Weight uniformity
Ribbon Density e Die fill depth Content

Compactability + Focder Speet Content Uniformity * Storage and Handling of Materials and

API psd e Ejection Force Hardness

e Height of drop riability P rOd UCts

Press geometry Dissolution Rate
e Pitch Circle Diameter Disintegration time

e Roller diameter Thickness . Rej e CtS a N d D iS p Osa IS

Tooling Geometry Process Performance

e  Periodic Product Review

* Retained Samples of Materials and
Products
* Reprocessing, Reworking and Repacking




Incident Management

* Self Inspection
* Corrective and Preventive Action
Quality Performance Indicators

Closed Validated
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Process Assurance -
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* Batch processing Record
* Process Validation

* In-Process Controls

* Deviation and Exception Handling
* Yield Calculation and

Reconciliation




Continuous Improvement

Product Recalls Customer Complaints
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