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in the year 2016, Operating from
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WHO GMP
Certificate

DEPARTMENT OF FOOD SAFETY AND DRUGS CONTROL ADMINISTRAION .
GOVERNMENT OF TAMILNADU
359, Anna Salai, Chennai - 600 006, Tamil Nadu.

CERTIFICATE OF GOOD MANUFACTURING PRACTICES*
Certificate No: K Dis. No: 17414/D1/4/2021, Dated: 07.04.2022

On the basis of the inspection carried out on 12.01.2022,13.01.2022 and 23.03.2022 we
certify that the site indicated on this certificate complies with Good Manufacturing Practices
for the dosage forms, categories and activities listed in Table 1.

1 Name and address of site: M/s. Wellous Pharma Private Limited,
R.S. No.333-2A & 2B2, Navamal Marutur Village,
Kandamangalam Block, Villupuram District,
Tamil Nadu - 605102 .

2 Manufacturer's licence number: Form 25 Bearing No: TN0O0004921 Dated: 20.03.2018
Form 28 Bearing No. TN0O0004922 Dated: 20.03.2018

3 Table 1:
Dosage form(s) Category(ies) Activity(ies)
Tablets, Hard Gelatin Capsules, General (Other Than Manufacturer
External Preparation Betalactum, Sex Hormones &
Cytotexic

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this process lies with the manufacturer.

This certificate remains valid until 31.12.2024 It becomes invalid if the activities and/or
- if the site is no longer considered to be in

-
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359, Anna Salai, Chennai -




I1ISO 9001: 2015
Certificate

Certificate

Breakthrough Management Quality Registrar
(BMQR)

Certifies that the Quality Management System of

WELLOUS PHARMA PRIVATE LIMITED

R.S.No. 333-2A & 2B2, Navamal Marutur Village,
Kandamangalam Block, Villupuram District — 605 102.
Tamilnadu, India.

has been assessed and found to be in accordance with the requirements of the quality standards

ISO 9001:2015

for the following scope of certification

MANUFACTURING OF PHARMACEUTICAL AND
NUTRACEUTICAL FORMULATIONS FOR
DOMESTIC AND EXPORTS

Oniginal Certification Date : 08/03/2022
Current Certification Date 1 08/03/2022
First Surveillance Due On : 07/03/2023
Second Surveillance Due On  : 07/03/2024
Certificate Expiration Date ~ : 07/03/2025

Surveillance Audit

- AIAO-BAR
_ ACCREDITED

USA
Certificate No :AB09IS224542 .

W‘\/ 2
For BMQR
No:5, 2" Floor, Sath rthy Road. 'g i Nagar, Thi gal i
Anna Nagar West, Chennai - 600 040. Tamiinadu, India. !
email: iso@bmar.com, Web : www.bmgr.com
PH- 044-26152595

mmmanmtmea’mmnguwm ww;;mmummmmhmmmncmﬁmmmm Ld.,

details and are listed at mumdmmmmw-waﬁysnm

n-f' a-t-_somonzmumw.m Tor chient's favure quailty system.

‘n-uaﬂllicdn is the property of BMOR Certifications Pvt. Lid, and to be retumned upon request.




1SO 22000: 2018
Certificate

Certificate

Breakthrough Management Quality Registrar
(BMQR)

Certifies that the Food Safety Management System of

WELLOUS PHARMA PRIVATE LIMITED

R.S.No. 333-2A & 2B2, Navamal Marutur Village,
Kandamangalam Block, Villupuram District - 605 102.
Tamilnadu, India.

has been assessed and found to be in accordance with the requirements of the HACCP and food safety standards

ISO 22000:2018

for the following scope of certification

MANUFACTURING OF PHARMACEUTICAL AND
NUTRACEUTICAL FORMULATIONS FOR

DOMESTIC AND EXPORTS
Original Certification Date : 08/03/2022 Surveillance Audit
Current Certification Date : 08/03/2022 ofazREs
First Surveillance Due On : 07/03/2023 O O
Second Surveillance Due On  : 07/03/2024
Certificate Expiration Date : 07/03/2025 P s

AINO-BAR

L 0 0 o 1

@

ACCREDITED
uUsa

HACCP CERTIFIED

Certificate No: AB221S224543

{5 0 0 R ﬁglau

For BMQR
No:5, 2™ Floor, Sath Nagar, Thi

Anna NagarWes( Chsnnnl 600 040. Tamilnadu, India.
email: iso@bmgr.com, Web : www.bmgr.com /
PH- 044-26152595
mmwmwmmmwmnmhmmwummlmmwwwmnmmm
details and mwmmmmmmmbyamsvm
vmm.nmmmwmm-m-nmlwnmﬂmm quality system.
This certificata is the property of BMQR Certifications Pvt. Lid, amhbnm.noﬂupmm




FORM 25 LICENSE

w0 RANT
R.Dis.No. /808{//0 //(/p?@f?‘ - Lo I8

FORM 25
(See rule 70)

License to manufacture for sale or for distribution of drugs other than those specified in
Schedules C, C(1) and X

Number of License 7;[90047 4‘?0?/ and Date of Issue .. 0?0 3 Q?O/{g
DITECLKE.... o.. MLS. Ne//mf /% 2ImA..

is hereby licensed to manufacture the following categories of drugs being drugs other than
those speclf ed in Schedules C, C(1 nd X to the Drugs and Cosmetics Rules, 1945, on
the premises sntuated at . 0. N . 8.5.’.3—— 24 S ame

Navamal. ’arter.. Vida /(qac/cemce xeo i
ABlock.... Netpuram... 08 6zrf ... Zamiinallie...
under the dlrectlon and supervision of the following competent technical staff.- S0 8 02

a) Competent technical staff (Names): Aj 3 )_'9 p(__p

Brozce. 7- G- \Verkalrar B A %&Cﬁpwy

71'-
o2 Aece. V@’ara/‘o‘éuﬂf@n,@ S (Pem) - fOT restey

b) Names of Drugs (each item to be separately specified):

\Victe List <= e

The license authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the license, subject to the conditions applicable
to license for sale.

The license unless sooner suspended or cancelled, shall remain valid perpetually.
However, the compliance with the conditions of license and the provisions of the Drugs and
Cosmetics Act, 1940 (23 of 1940) and the Drugs and Cosmetics Rules,1945 shall be
assessed not less than once in three years or as needed as per risk based approach.

The license is subject to the conditions stated below and to such other conditions as may
be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,
Signature .........[ !

Hesdnation ‘irector of Drugs Control

Chennai-600 006

Licensing Authority

b
ﬁ/w




FORM 28 LICENSE

R.Dis.No. /808//;0////020/’7' H. do-31E
FORM 28
(See rule 76) 6‘,{&/)[’
License to manufacture for sale or for distribution of drugs specified in Schedules C and
C (1) excluding those specified in Schedule X

Number of License NOODO:{’- Zo7aZ.. and Date of Issue A5 RelE.
. sreclerS... 5. W/J’- Kledews,. ﬂf;fma ............

is hereby licensed to manufacture at the premises situated at /0 _S’ /\[0 333 -2/4 ‘}
2.82.... . Navamal. Narter.. L/r//%e AaDAMGNT™
Block.., Neypceram.. AOLTAELE ., T e ey

the following drugs being drugs specified in Schedules C and C (1) excludlng those M L @‘?
specified in Schedule X to the Drugs and Cosmetics Rules, 1945.

Names of Drugs : ? e o(/?ff e che &F

2. Names of approved competent technical staff :
P A Py .o ; ot )7?/‘7

/. Fixee. 7. G Vepkatesar B e
2. hire . \/ @aa’a%zﬂuﬂﬁaﬂ B Sehe? /eé’ff

3. The License authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the License subject to the conditions applicable
to Licenses for sale.

4. The License unless sooner suspended or cancelled, shall remain valid perpetually.
However, the compliance with the conditions of License and the provisions of the Drugs
and Cosmetics Act, 1940 (23 of 1940) and the Drugs and Cosmetics Rules,1945 shall be
assessed not less than once in three years or as needed as per risk based approach.

The License is subject to the conditions stated below and to such other conditions as may
be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,

1940.
Signature WS @(&I)’B

Designation Director of Drugs Control

Chennai-600 006

Licensing Authority







Our Capacity
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Tablets
Preparation - 900
Millions / Annum




Our Leading
Customer

@

CAPLiN POINT

LABORATORIES LTD.

(India) Laboratories Pvt. Limited

o)

NEMUS

Pharmaceuticals Pvt. Ltd.

Tk

HEALTHCARE




Our Leading
Customer

Pharmaceuticals (P) Ltd

MANEESH
~Lumen

BHARMACEUTICALS LTD.
LIFe l

saences

(UNibblen

Life Sciences




Our Departments

Production

The production facility is designed
to manufacture oral solid dosage
forms includes Tablets, Hard
gelatin Capsules, Oral powders and
external preparation includes
Ointments.

The production area is equipped
with  advanced  manufacturing
technology containing automated
and PLC based sophisticated
equipment as per GMP standard.All
ocess areas are designed to meet
ntrolled Temperature and




Our Departments

Quality Assurance

Quality Assurance is a wide ranging
concept which covers all matters
which individually or collectively
influence the quality of a product. It is
the total sum of the organized
arrangements made with the object of
ensuring that medicinal products are
of the quality required for the intended
use




Our Departments

Engineering

Plant is designed to provide un-
interrupted services and support for the
manufacturing  requirements  with
respect to Electrical, Mechanical,
compressed air and allied engineering
requirements.

Dedicated Air Handling Units are
provided for each process area to
prevent cross contamination. The entire
plant is equipped with 21 AHU and 1
ventilation unit. Differential pressure is

maintained in the process area to
restrict the contamination in respective
cessing area with appropriate
ir locks. The water plant is

deliver Purified water




Tablets

L- Arginine, Lycopene, | iT(J ‘f —
, , , Multivitaming, Multimingrals ' irizi
FOCAD, VTN, CALC ORBOWTELES & Trace Elements Tablls Cetirizine Tablets BP 10 mg
o . = m
@i@;@a %AQQIONZCD:; LENOVA F e
1ox1ofi|: o ( ﬁﬁmg E”:JA 110 Tablets 10 x 10 Tablets ACP

R 10610 Tablets s
Lycopeng, L-Carnitine, Cognzyme (10 | imol
opes Lol e Aoslofeno & Thiooo i s EEWHD
LENOVA-M Thiogesic-A U8
INTRA| M @urum
e ON 10 x 1 x 10 Tablets
e, L Taetof A VAT, g R
Natural Extracts, Minerals Ascorbic Acid (Vitamin C),
Ascorbic Acid (Vitamin C) Zinc & Vitamin D3 Tablets and A:nino acids Zinc & Vitamin D3 Tablets
- ‘ Fourts B2 Plus‘%/ war T
10 x 10 Tablets 2 Net Content: 110 Tablets  [@] J

20 X 15 Tablets il

jotic & Vitamin C Chewable Tablets

BROBIO "

Y

| AsrticAcd (Vtamin ) Chesble Tabets 300 mg

e €9

Paracetamol Tablets [P 650mg
Luneds”
Pa 650

3 x 10 TABLETS

N " 14
: u\. s 7 '
' 4 .')"‘:-"{:_' e ’

Calcium and Vitamin D Chewable Tablets

ChiroCyst DS

s & @

Ci i
w Inosital, D-Chira Inasitol, L-Methy! Folate
ol

1010 Tablets.

" i
PrimiWal-8

YHtare-GH

Flupirtine Maleate
Sustained Release Tablets
Flubak-100

3x10 Tablets



Capsules

10 x 10 Gapsules Sz Prehiotic & Probiotic Capsules with Zinc & FOS

5 . Dual
Calcium Dobesilate Capsules uaac
DOBIL - Q ’

CIIER]

e LY CUS

WUCTONHUK
MPOBUOTUYECKUX
"”0 2 AYAnAK MMKPooPr:HVIBMOB
KANCYAbI

Gastro-resistant O‘am Capsules BP 20mg %:.:'.'x / CEE) 30 R 330 vr
W — l \ ®
OMEROZ i B ~ 74| —
e |

10 % 10 Capsules

' e ® ® ® @ ® ® ® & & & & & & & S e e
* @ ® @ ® & & ® ® & 9 O O " O OO S e

B¢
Rabeprazole Sodium and
Domperidone (SR) Ca?sules

ESODRIVE-D )

* ® ® @ @ ® ® & O 0 O 0 0 e 9 e
* @ ® & ® & & ® ® ® 9 O OO OO e
* ® & & & & & & & S OO OO See e
® ® ® ® ® & ® ® ® ® O 9 " e e 0

Pantoprazole Gastro Resistant and
Domperidone Prolonged Release Capsules IP

PANPRAZ-D

10 X 10 Capsules

10 x 10 Capsules

10 x 1 x 10 Capsules

10 X 10 Capsules iy
Ll u

X Alu/Alu
Pantoprazole Gastro Resistant & Domperidone
Prolonged Release Capsules IP

POPZ-D SR
dig- g tHamr

Pregabalin &
Methylcobalamin Capsules IP

PREGANAM M




Sachets

Fourrts Acholt Eima

Polyethylene Glycol 3350 L-Arginine, Zinc
" Powder for Oral Solution & Folic Acid Gaﬁule

LAXOPEG kiD

2 \\ s e

Amino acids, Vitamin, Mingrals,
Co-gnzyme (10, Citric acid,
Fructose & Lycopene powder

Carni-QD

Pt v
Net Content 20 x 5 Sachess

10 x 8.5g Sachet

- | 1 gm Sachet
- ]
|- Arg inine. Zinc = Probiotics with Omega 3 Fatty Acid & Vitamin E

& Folic Acid Granules Probiotic Granules Hepameg

prroce
Sachet

g
QN 10 x 17 g Sachet 20 Sachets et Quantity:
e ' 30 x 3g sachets

POLYETHYLENE [-Arginine, ZInc

—
e

GLYCOL 3350 & Folic Acid Granules
LAXOPEG o
i LR}a!n
@‘ %
\ V_ (_;"‘; 7 §
Fourrts |

accharomyces Boulardii| ([ "o oo
(Lyophilized) Vitamin-B3 Sachets

(OvaRIcHED

Sachets

L-Arginine Granules
Rheonitric’

ONEFLORA

O N NN |y
Heilan Medicament

ﬁwzgec ‘
———

[ N‘ '-. 10 x 7g Sachet . <:z>

Hellan Medlcament




Ointments

Dicofen |et mme [ngeed 0 % 5
Meth) et Cosan & et ol e\ e e
VOLIGEL ***** Sunect e @

m—

Eler

fﬂ“ Mupirocin Ointment P 2.0% wiw

Su.lAno .

= 50frabact e— —— 59

e

19

ﬁ@ LJ

Microbicidal Water-Soluble Ointment

159

: “Povidone lodine & Omidazole Ointment
P

Povidone odig & Omidazoe Oinmen POVI-10

S
POVIKEN S

¥
Witobicdal Waer Sl Dinnen Chemlkep_ ‘

60g

I 15 g |

Neomycin and Polymyxin B Sulfates and
Bacitracin Zinc Ointment USP

Permethrin

Cream 5% w/w h
-




Contact Details

Mr. A. KARUNAKARAN, B.Pharm

Managing Director,
9442993737 / 9047005701

karunakarana@wellous.in

www.wellous.in




