FORNM 25
(See Rule 70)

LICENCE OF MANUFACTURE FOR SALE OF DRUGS OTHER THAN
THOSE SPECIFIED |IN SCHEDULE C AND C (1) AND X]
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Number of licence and date of issue: MNB/16/964 Dated 23.01.2017
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1. M/s Addii Biotech Pvt. Ltd., is hereby licensed to manufacture the following categories of Drugs
being drugs other than those specified in Schedule C & C (1) and schedule X to the Drugs and
Cosmetics Rules, 1945, on the premises situated at Village Kaundi, P.O. Thana, Tehsil. Baddi,
Distt. Solan (H.P.) under the direction and supervision of the following expert staff.
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(a) Expert staft (Name):-

-~

1. Mr. Subhash Uniyal B. Se. Manufacturing Chemist
2. Jitender Choudhary B. Se. Manufacturing Chemist

'\\i-

1. Mr. Vijay Kumar M. Sc. Analytical Chemist

WA

(b) Name of Drugs: Tablets, Capsules, External Preparations
(Ointments) (General).

1. The licence authorises the same by way of wholesale dealing and storage for sale by the
Licensee of the drugs manufactured under the licence, subject to the condition applicable to
licence for sale.

The licence shall be in force from 2()7 .01.2017 to 22.01.2022 to such other conditions as
may be specified in the rules for the time being in force under the Drugs and Cosmetics Act,
1940.
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Designation :

CONDITIONS OF LICENCE h

This licence and any certificate of renewal in force shall be kept on the approv=d premises and
shall  be produced at the request of an inspector appointed under the Drugs and Cosmetics Act.
1940.

Any change in the expert staff named in the licence shall be forthwith reported 1o the Licensing
Authority.

If the licensee wants to manufacture for sale additional items of drugs not include above he
should apply 10 the Licensing Authority for the necessary endorsement as provided in Rule 69(5).
This licence will be deemed to extend 10 the categories so endorsed.

The sale by way of wholesale dealing of drugs manufactured under this licence shall be  covered by
a warranty either in Form 22 or Form 23 to the efiect that the drugs sold 1o do not in any way
contravene the provisions of section 18 of the Drugs and Cosmetics Act, 1940.

The Licence shall inform the licensing Authority in writing in the event of any change in the
constitution of the firm operating under the licence: Where any change in the constitution of the firm
takes place. the current licence shall be deemed 1o be valid for a maximum period of three months
from  the date on which the change takes place unless, in the meantime, a fresh licence has been
taken trom the Licensing Authority in the name of the firm with the changed Constitution.
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FORM 28
(See Rule 76)
LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF DRUGS
SPECIFIED IN SCHEDULES C AND C (1) [EXCLUDING THOSE SPECIFIED IN
SCHEDULE X].
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Number of licence and date of issue: MB/16/965 Dated 23.01.2017.

M/s Addii Biotech Pvt. Ltd., is hereby licensed to manufacture at the premises situated at
Village Kaundi, P.O. Thana, Tehsil. Baddi, Distt. Solan (H.P.) the following Drugs,
being drugs specified in Schedules C and C (1) [excluding those specified in Schedule X] to
the Drugs and Cosmetics Rules. 1943,
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Name of drugs: Tablets, Capsules, External Preparations
(Ointments) (General).

A8

(¢) Expert staff (Name):-

I. Mr. Subhash Uniyal B. Sc. Manufacturing Chemist
2. Jitender Choudhary B. Sc. Manufacturing Chemist

W

1. Mr. Vijay Kumar M. Se. Analytical Chemist

The licence authorises the sale by way of wholesale dealing and storage for sale by the licensee of

2 0. SR NN O U NN Py SN )

the drugs manufactured under the licence subject to the condition applicable to licenses for sale.
The licence will be in force from:  9%.01.2017 to 22.01.2022. '

The licence is subject 1o the conditions stated below and to such other conditions as may he
wpecified in the Rules for the time being in force under the Drugs and Cosmetics Act, 1940.
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Date of issue:  23.01.2017. Signafire * ;- -
Designation :

CONDITION OF LICENCE Lig

This licence and any certificate of renewal in force shall be kept on the approved premises and
shall be produced at the request of an Inspector appointed under the Drugs and Cosmetics Act,
1940.

If the licensee wishes to undertake during the currency of the licence the manufacture of any drug
specified in Schedules C and C (1) excluding those specified in Schedule X not included above, he
should apply to the Licensing Authority for the necessary endorsement as provided in Rule
75(3). This licence will be deemed 1o extend 1o the items so endorsed.

Any change in the competent technical staff shall be forthwith reported to the Licensing  Authority.
(’* Ed *)

The licensee shall inform the Licensing Authority in writing in the event of any change in the
constitution of the firm operating under the licence. Where any change in the constitution of the
firm takes place. the current licence shall be deemed to be valid for a maximum period of three
months from the date on which the change takes place unless, in the meantime, a fiesh licence has
been taken from the Licensing Authority in the name of the firm with the changed constitution.
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Mo, HFW-H {Drugs) 137/16
HEALTH AND FAMILY WELFARE DEPARTMENT
HIMATHAL PEADESH

Jw Aakdii Bietech Pyr, Lid..
= Vil Kaundi, P Thama,
Vebisil Baddi, Disdi. Solam [H FI-

Dated: Baddi, the Pt na—

Hetention Letter Tor license Mo MNB 6964 & MEB/16965 for the period
Froamw 2300, 2022 bo 2200, 2027,

Referergs vour  letier daied 140012022 regarding  retentbon  of  Drugs
Manubaciuring Licenses as stated above,

Im this regarnd, on the receipt of fize of R 13000/ (Rs. Fiftcen Thousand Chly)
for setention vide chailan No, AZ2ZA175955 dated 13.01. 2022, your Drugs Manufacturing
Licenses Mo, MME 16964 & MEB/ 16T on Form No. 25 & 28 [Section; Tablets, Capsules,
External  PreparaticnsiCimmentsiGeneral)}  granted on 23002007 and valid up o
ITX00.2022 hove been refained woel 23002022 jo 22002027 under Drugs and Cosmetics
{ Tenth amerded } Rudes, 2007,

P, olan-
01795244288, sileAhps gmail.com

Erist, Mo, as above Dratisd:
Copry do s Dhvugs Inspector Badda, [ise, Solan, Himachal Pradesh, Baddi for

E

( Mavieet Marwvaha)

Sante Diregs Comroller,

Controlling cum | scensing Aulhority,
H.E, Baddi, Disti. Solan-1732035
01795244280, sdedhpispmail.com
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Now HFW-Hi Drugsj1 37/16
HEALTH AND FAMILY WELFARE DEPARTMENT
HIMACHAL PRADESH

™

MS Addii Blotech Pt L,
Vill Kuundi, PO Thana,
Tehsil Baddi, Disii. Sadan, HIP.

Dated: Baddi,  the

148
f; r’l
2o
Al

I

': ;;‘-
i
17
%
| B
244
-l
|
.: F

S RSN ———

Grant of Additional Facility for manufactaring of Tablets, Capsules and D
Svrup (Beta Lactam),
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Belber 1o your letter dated 280823023 on the subject cited above,

As per the Inspection repont of Drugs Inspector, HQ Baddi vou have provided the

=

adequate facilities for the manufactening of *Tablets, Capsules and Dry Syrup (Beta Lactam)’
and accordingly the facility for the manufacturing of the sume are upproved forthwith and endorsed
in vour Dirugs Manufacturing Licenses Mo, MB/16/965 valid upto 22002027 on Form No, 28,
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{Mavieed Murw

Controlling cund Licensing Authorty,
HLI".. Baddi, [histTSalan-173205
01793244288, slodhpir gmail.com

Endst. No. As above Dated: Buddi-1T3H5,  the
Copy o -

| The Drugs Inspecior. Baddi for information w.rt. his report no. HFW/Drups' AS/23- 80 dated
O3, 002025,

{Navieel Marwaha)

State Drugs Condroller.

Controlling cum Licensing Authority,
H.P., Baddi. Dhstt. Solan-173205

(] 793- 244288, scdedhpin gms] com
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Nou: HFW-H {Drugs) 13716
HEALTH & FAMILY WELFARE DEPARTMENT
HIMACHAL PRADESH.
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This 5= 10 certily thnt ¥is Addii Bistech Pvi, Lid., Village Kawndi, PO Thana,
Tehsil Buddi, Dist. Salan (HF) 15 holéing valid Drog Manafacioring license in form e 23 & 18
hearing Mo, MNB/T6M564 & MB/16M6S valid up o 2201 2027

A

%, 5

1. The firm 15 having well equipped Quality Control Labaratary foe testing of drugs: Tablets,
Capsules and External Preparations (Ointments ) General), Tablets, Capsules & D Svrup
(Beta Lactam) dosage fomm & following Gond Laboratery Practices. as stipulaied under the
provisien *Schedule L-1" af Drugs and Cosmetics Rules 19435,
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. This certificate is issued an the request of the firm for the submitting the same o Governmen:
[laspitals, Corporations, Detense and Supply to No-regulated markets & Institutions. for fender
[rurpase.
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3. This certificate is valid for two vears fram the date of isisince,

o f::. Pt |
M/s Addii Bintech Pyt LI:I..| g

Villaze Kounadi, PO Thang, -
Tehsil Baddi, Distt. Selan (HP)
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No: HEW-H (Drugs) 13716
HEALTH & FAMILY WELFARE DEPARTVENT
HIMACHAL FRADESH
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This is w certify that Mis Addii Biotech Py, Lid, Village kaundi, POy Thana,
Tehsil Baddi, Distt. Solan (HP) is hobding valid Drug Manufacturing leense i o Me25 & 28
bearing No. MNB/16964 & MB/1&™G3 valid up te 22,001 2027,

T

N

. The firm s fellowing GOOD MANUFACTURING PRACTICES as stipulated under 1he
provisions of “REVISED Schedube “M” of Dngs & Cosmeties Rules, 1545 i respect of
category of Drugs & Cosmetics Rudes, 1945 in respect of categary of drugs: Tablets, Capsules
and Esternal PreparutionsOintments) (General), Tablets, Capsules & Dry Syrup {Beia
Lactam).
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. The firm should however camy o self-inspection fram time o time Lo ensure that the
requirements of Good Manufacturing Practices are complied wih,
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. This certificate is issued on the request of the fiem for the limived purpose of submitied the saone
in connection with participating in the Tenders in Government Hospitals, Defense, Supply in
MNon-regulated markcts & Institutions.
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. This certificate is valid For two years [nom the dule ol issuunce,
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M/s Addii Bistech Pyt. Lid, | lqb‘-.'-_:Z-' L
Village Kaundi, PO Thana, |
Tehwil Baddi, Disit. Solan (HPL 2,
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CERTIFICATE OF REGISTRATION

This is fo Certify thar the Quality Management System of

ADDII BIOTECH PVT. LTD.

MFG. UNIT : VILL - KAUNIM PO THANA, TEH - BADDL
MSTRICT S00LAN 173205, (HIMACHAL FEADESH]. INIDMA

CORPORATE OFFICE @ TTH FLOCHR, WORLD TECH TOWER, FLOT Mo ITC-10,
SECTUE-6T, MOHALL PUMJAR-1SM8E, 1N A

has been assessed and found to be n accordance with the
requirements of

ISO 9001:2015

This Certificate is valid for the following scope

MANUFACTURING OF TABLETS, CAPSULES, (MNTMENT iGENERAL
SECTION) WITH ADIMTIONAL FACTLITY OF MANUFACTURING OF
TABLETS, CAPSULES, DRY SYRUP (RETA-LACTAM SECTION) AND SUPPLY
OF PHARMACEUTICAL PRODUCTS INCLUDNG TABLETS, CAPSULES,
INTMENTSIMIECTABLES, AND MEDMCAL EQUIPMENTS
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Certilicate Mumber: SCPLI1254

[rate of initinl registmtion ; 16,01 318 Drte of lssue : 22.12.0023
Mext Surveillance Due 15,00, 2025 Certificnte Expiry 15,01, 2025
Recertificabion Dhae ; 15,00, 2026
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Authorized Signatory

SIGMA CERTIFICATION PTY LTD

13, ROOKWOOD AVEMUE,
COOPERS PLAINS,
QUEENSLAMD 4105, AUSTRALLA

E-mal: infoi@rsigma-au com
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ATES
DELAWARE 19709, LUSA
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Health & Family Welfare Department
Himachal Pradesh
Certificate of Good Manufacturing Practices

This one page cenlificate confonms 1o the formal recommended by the World Health Orgamization
[Gereral Instructions and Explanatory Notes aached).

SR

Centificate No. HFW-H{Drugs)L37/16

S0

O ihe hasks of the irspection carried out on 25 & 26™ July 2024, we certify that the site indicated
ain this cenificate complics with Good Manufacturing Practices Tor the dossge forms, calegories and
activitbes listed in Table 1:
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I “ames and Address of Sie; Mis Addii Bioteeh P, Ll
Village Kawndi, PO} Thana, Tehsil Raddi,
iser. Solan, Himschal Frodesh (Indis)
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2 Manulaciurer's License MNo: MNBE/I6M% & MB16%%S on Form 15 & 18

A

5. Tahlel:

Dusage Formls| Category|ies| Activity|ies]

Tablet, Capsale & External General | Production, Packing & Quality Contral
Preparation
Tahlet, Capsule & Dry Syrup | Beta Lactam Proslwction, Packing & Quality Control
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The responsibility fior the quality of the individual batches of the phammacemical products manafactured
Akrough this provess Fies with the mansfagiurer,
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I cemificaie i mow valid weiil 22003027, I becomes invalid if ibe activies andfor calepories
certified herewith ane changed o if the site is no longer consadenad 10 be in compliance with GMIP,

Address of Certifying Authority: Assistant Drugs Controlker,
' (Vo State Drugs Controller,
2 Noor, HIMUDA Commercial Comples, Phase-1,
Housing Board, Baddi. Distt. Selan [H.P.] 173205,
Y HES

Mame & Function of (D, Kambesh Maik)

Responsibde person; Assisiont Drugs Comirller,
=cumi- Licensing Authory

TelephondPiex o: i

Dindes .09, 2024

Assistant Drugs Controller

Cum Licensing Authority

Ofo State Drugs Controlier

Baddi, Distl. Solan, H.P. 17308 :
baddifbgmail.com, 01795 244775




FDA |FOOD AND DRUGS AUTHORITY
Yowr Wet-being, Our Prianite

Cortificats Me: LA GH.2763027 1

GMP CERTIFICATE

The Food and Drugs Authority, Ghana, after an Inspection/Audit conducted in:

Certifies thal the Compary

..................................................... ADDN BIOTECH PRIVATE LIMITER
with manufacturing sife (s) at

NILLAGE KAUNDI. POST OFFICE THANA, TEHSIL BADG, RDISTT. SOLAR, HIMACHAL
PRADESH, INDIA

is able o maintain an acceptable standard of Good Mamufacturing Practices (GMP] - as per ihe
Guidelines of World Health Organisation on current codes of GMPand conforms with Sectlon 131
the Public Health Ac1,2012, Act 851 of the Republic of Ghana, the Authonly hereby authonzes
Ehe cormpany (o manudfaciune the following pharmaceutical dosage forms:

1. ORAL TABLETS 4. MA
£ ORAL CAPSULES 5 MNA

3. TOPICAL PREPARATIONS L T

which were included in the afore stated inspection/audit for supplies to the Republic of Ghana,
This Certificate musi be reproduced in full to the interested parties upon request,

Expiry Date_.. ... 30-11-2087

Eﬁﬂ’-ﬁh1

DELESE A. A DARKO (MRS)
CHIEF EXECUTIVE OFFICER
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