Health & Family Welfare Department
Himachal Pradesh

Baddi, Distt. Solan

Certificate of Good Manufacturing Practices

This one page certificate conforms to the format recommended by the World Health Organization
[General Instructions and Explanatory Notes attached).

Certificate No. HFW-H [Drugs] 427/05

On the basis of the inspection carried out on 9" February 2021 and 10" February 2021,
we certify that the site indicated on this certificate complies with Good Manufacturing
Practices for the dosage forms, categories and activities listed in Table I

1. Names and Address of Site: M/s United Biotech (P) Ltd.,
Bagbania, Baddi-Nalagarh, Road,
Distt. Solan [H.P.]-174101.

2. Manufacturer's License No: MINB/05/254 & MB/05/255 Valid upto 21.02.2026

3. Table-l:

Dosage Form|[s] Category[ies] Activity[ies]
Tablets General, Betalactam & Production. Packing & Quality Control

Oncology <

. General, Betalactam & . e
Capsules (Hard & Soft Gelatin ¢ Production, Packing & Quality Control

Oneology _
Oral Sachet (Powder & Granules) CGeneral Production, Packing & Quality Control o
]”\JLC‘”:.M?\ (Liquid, dry & General & Oncology Production, Packing & Quulity Control
Lyophilized) © | i
_ Dry Svrups B Betalactam Production, Packing & Quality Control
Liquid Orals General ¢ Production, Packing & Quality Control
Ointments General - Praduction, Packing & Quality Control
Pve/Bar/Nasal Preparations General Production, Packing & Quality Control
Dry Powder Injutiom Betalactam Production. Packing & Quality Control
Dry Powder Injections with Diluents | Cephalosporin Production. Packing & Quality Control
Soft Gelatin C apsules General - Production, Packing & Quality Control

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

This certificate remains valid until 22.02.2024. It becomes invalid 1 the activities and/or categories
certified hevewith are changed or if the site is no fonger considered to be in compliance with GMP.

Address of Certifying Authority:  Deputy Drugs Controller
-cum- Licensing Authority
/o State Drugs controller,
Baddi, Distt. Solan, H.P.173205
01793-244288, ddedhpagmail.com

Name & Function of (Manish Kapoor)
Responsible person Deputy Drugs Controlier

-cum- Licensing Authority
Ofo State Durgs Controlier [ FLP
Telephone/Fax Not  #7pg oy 01795-244288. ddedhpagmail.com )
| %\}‘\w , (D Mariah mgmﬁ
DEPUTY DRUGS r‘@wsﬁmw
e LICENSING AUTHORITY
CWo BTATE DRUGS CONTROLLER

Date:-

Date: 3021094 300G EES"SUm

Reasp agye BADDI DISTRICT SOLAN, 1 P17 0007
N o E mail dacahp@gmall com

e Phons 01795244808



CERTIFICATE OF PHARMACEUTICAL PRODUCTS

No. of Certificate: HFW-H (DRUGS) 427/05/21-167
Valid up to 1 22/02/2024

Exporting (certifing) Country : INDIA

importing (requesting) Country : MACAU

I Proprietary Name (I{ applicable) and Dosages form of Product:  AMPHOTIN

Active Ingredient (s) and amount per unit dose

Ampbhotericin B Injection USP
Each vial conzains:

Ampbhotericin B USP 50 mg
Excipients q-s.

I.1. Is this product is licensed to be placed on the market for use in exporting company?

- >3 ]

1.2 Is this product naturally on the market in the exporting country? Yes

Not applicable D

Eg No [:‘ Unknown I:J

(ifthe answer to 1.2 is Yes, continue is with Question 2A & omit question 2B & if answer is to 1.2 is no. omit the question 2A and

continue with question 2B)

2A 2B
1. Product License & date of [ssue.
MB/05/255. 23/02/21 1. Applicant for certificate
2. Product License holder (name and add.) (Name & Address)
United Biotech Pvt. Limited . o . .
Bagbania, Baddi-Nalagarh Rd., Disst - Solan. ~-HP 2. Status of apphc%mt albic (key in appropriat:
category as define in note)
3. Status of applicant a/b/c (key in appropriate , = b . —
category as define in note) 4 Ej [___I ¢ [___]
a =] b ] ¢ 3. Why is authorization lacking?
Not Required [ ]
4. Permission letter no
Is an approved technical summary appended? Not Required [
Yes [ No =<t provided
Under consideration [____
5. Is the attached oftficially approved product
Information complete and consonant with the License Refused [
Yes No Not provided
L1 [ ot P
6. Applicant for certificate, if different from 4. Remarks:
License holder (name & add.) : SAME
3. Does the certifying authority arrange for periodic inspection of manufacturing plant in which the dosage form is produced?
Yes NO [ Not Applicable [ ]
3.1 Periodicity of routine inspection: Twice in a year. S
=4 L1
3.2 Has the manufacturer ol this type of dosage forms been inspected? Yes No
33 Does the facility and operation confirm to GMP as recommended by the World Liealth Organization? B
Yes/No/Not applicable No [:] Not applicable E
4. Docs the information submitted by the applicant satisty the certifying Authority on all aspects of the manufacturer of the
Address of g < vig)g}th()rity Name of the Authorizing person:

Office of tH

: of % ] '{;@mroller
LicensingAwthels
Health §FqmilsWan

Gogtrolling Authority

LR S
. ¥ i, B tasid , .
Sai Rmxd;\&é} di, Biwee? ;2 n, 173205 (H.P) India

Signature
are- Dégamnem. Himachal Pradesh

o= g 19 909

{MANISH KAPOOR)

Stamp & Da%e o 1y DRUGS CONTROLLER

~Cum-LICENSING AUTHORITY
Ofo STATE DRUGS CONTROLLER
BADDY, DISTRICT SOLAN, H.P,-173208

E mail dacdhp@ymail.com

THIS CERTIFICATE CONFIRMS TO THE FORMAT RECOMMENDED BY THEMNQRLDHBALTHAIRGANIZATION




ompleteswith form-an imfompation
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on the implementation of the scheme. The forms are suitable for generation by computers. They should always be
submitted as hard copy with responses printed in type rather hand written additional sheets should be appendecd,
as necessary, to accommodate remarks and explanations.

EXPLANATORY NOTES

1. This certificate which is in the format recommended by WHO, establishes the status of the pharmaceutical
product and of the applicant for the certificate in the exporting country, it is for a single product only since
manufacturing arrangements and approved information for diferent dosage forms and different strengths
can vary.

2. Use, where possible, international Nonproprietary Name (INNs) or national nonproprietary names.

»

The formula (Complete composition) of the dosage from should be given on the certificate or be appended.

4. Details of quantitative composition are preferred, but their provision is subject to the agreement of the
product -licence holder.

5. When applicable, append details of any restriction applied to the sale, distribution cr administration of the
product that is specified in the product licence.

6. Sections 2A and 2B are mutually exclusive.

N

Indicate, when applicable, if the licence is provisional or the product has not yet been approved.
8. Specify whether the person responsible for placing the product ¢n the mark=t ;
(a) Manufactures the dosage form;
(b) Packages and / or label a dosage form manufactured by an independent company ; or
(c) Isinvolved in none of the above.

9. This information can be provided only with the consent of the product —licence holder or , in the case o’ non
-registered products , the applicant . Non —completion of this section indica-es that the party concerned has
not agreed to inclusion of this information.

It should be noted that information concerning the site of production is part of the product licnece. If the
production site is changed, the licence must be updated or it will cease to be valid.

10. This refers to the document, prepared by some national regulatory authorities, that summarizes the
technical basis on which the product has been licensed.

11. This refers to product information approved by the competent national regulatory authority, such as a
summary of Product Characteristics (SPC).

12. In this circumstance, permission for issuing the certificate is required from the product-licence holder. This
permission must be provided to the authority by the applicant.

13. Please indicate the reason that the applicant has provided for not requesting registration:

(a) The product has been developed exclusively for the treatment of conditions-particularly tropical
diseases not endemic in the country of export;

(b) The product has been reformulated with a view to improving its stasility under tropical conditions.

(c) The product has been reformulated to exclude excipients not approved for use in pharmaceu tical
products in the country of import:

(d) The product has been reformulated to meet a different maximum dosage limit for an active

ingredient;
(e) Any other reason, please specify.

14. Not applicable means that the manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.

15. The requirements for good practices in the manufacture and quality control of drugs referrad to ir the
certificate are those included in the thirty-second report of the expert committec on specifications for
pharmaceutical preparations (WHO technical report series, No. 823, 1992, Annex 1}). Recommendations
specifically applicable to biological products have been formulated by the WHO expert committe: on
biological standardization (WHO technical report series, No. 822, 1992, Annex 1).

16. This section is to be completed when the product-licence holder or applicant conforms to status (b) or (c) as
described in note 7 above. It is of particular importance when foreign contractors are involved in the
manufacture of the product. In these circumstances the applicant should supply the certifying authority
with information to identify the contracting parties responsible for each stage of manufacture of the finished
dosage form, and the extent and nature of any controls exercised over each of these parties.




CERTIFICATE OF PHARMACEUTICAL PRODUCTS

No. of Certificate: HFW-H (DRUGS) 427/05/21-210 Exporting (certifying) Country : INDIA
Valid up to 122/02/2024 importing (requesting) Country : NIGERIA

I Proprictary Name (If applicable) and Dosages form of Product:  CLUTA-B 50
Bicalutamide Tablets USP 30mg
Active Ingredient (s) and amount per unit dose : Each film coated tablet contains:
Bicalutamide USP 50mg
Colour: Titanium Dioxide BP.
I.1. Is this product is licensed to be placed on the market for use in exporting company?

Yes E No I: Not applicable I

.
1.2 Is this product naturally on the market in the exporting country? Yes No Unknown

(if the answer to 1.2 is Yes, continue is with Question 2A & omit question 2B & if'answer is to 1.2 is no, omit the question 2A and
continue with question 2B)

2A 2B
1. Product License & date of Issue.
MB/05/255, 23/02/21 1. Applicant for certificate

(Name & Address)

2. Product License holder (name and add.)
United Biotech Pvt. Limited

Bagbania, Baddi-Nalagarh Rd.. Disst — Solan. —HP 2. Status of apph(iant.mb/c (key ir appropriate
category as define in note)
3. Status of applicant a’b/c (key in appropriate - —-
- d a t C
category as define in note) I:_] ’ I:] [___]

[5%]

a = b 1 ¢ Why is authorization lacking?
Not Required [
4 _—

. Permission letter no.
Is an approved technical summary appended?

Not Required
Yes [ ] No[><Notprovided [ ] [—_‘]
Under consideration I:

5. Is the attached officially approved product

Information complete and consonant with the License Refused L
Yesl ] NoI ] Not provided
6. Applicant for certificate, if different from 4. Remarks:

License holder (name & add.) : SAME

3. Does the certifying authority arrange for periodic inspection of manufacturing plant in wwhich the dosage form is produced?
ves = NO [ NotApplicable [

3.1 Periodicity of routine inspection: Twice in a year. == ]

3.2 Has the manufacturer of this type of dosage forms been inspeeted? Yes No

3.3 Does the facility and cperation confirm to GMP as recommended by the World Health Organization? _
Yes/No/Not applicable Yes ]X, No [:] Not applicable E_:]

4. Does the information submitted by the applicant satisty the certifying Authority on all aspects of the manufacturer ol the

= L1 L]

Address Qf&k&;ﬁg@&g\g uthority Name of the Authorizing person:

fitrolling Authority Signature : 4=
Hartment, Himachal Pradesh }ﬂ»%ﬂﬂ 2" {32 202]

Stamp & D ’MANL’SH QA#G(}%«{
amp & Dt oy 1§y HRUGS CONTROLLER
-cum-LICENSING AUTHORITY
Ofo STATE DRUGS CONTROLLER
BADDL, DISTRICT SOLAN, H.P -17320%

. E mail ddcdhp@gmail.com
THIS CERTIFICATE CONFIRMS TO THE FORMAT RECOMMENDED BY THIBNGRLDITBALTRAIRGANIZATION

o % n, 173205 (H.P.) India




GENERAL INSRUCTION: Please refer to the guidelines for full instructions how to complete with form an information

on the implementation of the scheme. The forms are suitable for generation by computers. They should always be

submitted as hard copy with responses printed in type rather hand written additional sheets should be appended,
as necessary, to accommodate remarks and explanations.

EXPLANATORY NOTES

w

10.

11.

12.

13.

14.

15.

16

This certificate which is in the format recommended by WHO, establishes the status of the pharmaceutical
product and of the applicant for the certificate in the exporting country, it is for a single product only since
manufacturing arrangements and approved information for different dosage forms and different strengths
can vary.
Use, where possible, international Nonproprietary Name (INNs) or national nonproprietary names.
The formula (Complete composition) of the dosage from should be given on the certificate or be appended.
Details of quantitative composition are preferred, but their provision is subject to the agreement of the
product -licence holder.
When applicable, append details of any restriction applied to the sale, distribution or administration of the
product that is specified in the product licence.
Sections 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional or the product has not yet beer approved.
Specify whether the person responsible for placing the product on the marksat ;

(a) Manufactures the dosage form;

(b) Packages and / or label a dosage form manufactured by an independent company ; or

(c) Isinvolved in none of the above.
This information can be provided only with the consent of the product —licence holder or , in the case o non
-registered products , the applicant . Non —completion of this section indicares that the party cencerned has
not agreed to inclusion of this information.
It should be noted that information concerning the site of production is part of the product licnece. If the
production site is changed, the licence must be updated or it will cease to be valid.
This refers to the document, prepared by some national regulatory authorities, that summarizes the
technical basis on which the product has been licensed.
This refers to product information approved by the competent national regulatory authority, such as a
summary of Product Characteristics (SPC).
In this circumstance, permission for issuing the certificate is required from the product-licence holder. This
permission must be provided to the authority by the applicant.
Please indicate the reason that the applicant has provided for not requesting registration:

(a) The product has been developed exclusively for the treatment of conditions-particularly tropical
diseases not endemic in the country of export;

(b) The product has been reformulated with a view to impreving its staility under tropical conditions.

(c) The product has been reformulated to exclude excipients not approved for use in pharmaceu tical
products in the country of import:

(d) The product has been reformulated to meet a different maximum dosage limit for an active

ingredient;
(e) Any other reason, please specify.

Not applicable means that the manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.

The requirements for good practices in the manufacture and quality control of drugs referred to ir the
certificate are those included in the thirty-second report of the expert committee on specifications for
pharmaceutical preparations (WHO technical report series, No. 823, 1992, Annex 1}). Recommendarions
specifically applicable to biological products have been formulated by the WHO expert committee on
biological standardization (WHO technical report series, No. 822, 1992, Annex 1).

This section is to be completed when the product-licence holder or applicant conforms to status (b) or (2) as
described in note 7 above. It is of particular importance when foreign contractors arc invelved in the
manufacture of the product. In these circumstances the applicant should supply the certifying authority
with information te identify the contracting parties responsible for each stage of manufacture of the finished
dosage form, and the extent and nature of any controls exercised over each of these parties.




CERTIFICATE OF PHARMACEUTICAL PRODUCTS

No. of Certificate: HFW-H (DRUGS) 427/05/21-315

Valid up to

1.

:22/02/2024

Proprietary Name (If applicable) and Dosages form of Product:

Active Ingredient (s) and amount per unit dose

Exporting (certifving) Country @ INDIA
importing (requesting) Country : CHILE
UNIFOLIN 30
Leucovorin Calcium Inject:on USP 30mg/3ml
Each ml contains:
Leucovorin Calcium USP
Eq. to Leucovorin 10mg
Water for Injection USP q.s.

1.1, Is this product is licensed to be placed on the market for use in exporting company?

Yes

1.2 Is this product naturally on the market in the exporting country? Yes

(if the answer to 1.2 is Yes, continue is with Question 2A & omit question 2B & if answer is to 1.2 is no. omit the question 2A and

>3 e ]

continue with question 2B)

Not applicable

L]
> |

I Unknown }

{T&ntml]er

S i
:*‘sé}é/n, 173205 (H.P.) India

Hoktrolling Authority
“ID¢fHartment, Himachal Pradesh

2A 2B
1. Product License & cate of Issuc.
MB/05/255, 23/02/21 1. Applicant for certificate
2. Product License holder (name and add.) (Name & Address)
United Biotech Pvt. Limited 2. Status of applicant a/b/c (kev i e
Bagbania. Baddi-Nalagarh Rd., Disst — Solan. -HP - >tatus ofapplicant a ¢ (key in appropriate
category as definc ir notc)
3. Status of applicant a/b/c (key in appropriate —
.. - a b c
category as define in note) :] :] [__]
a IZ b ] c[ ] 3. Why is authorization lacking?
) Not Required
4. Permission letter no.
Is an approved techrical summary appended? Not Required [
Yes No =< Notprovided [ ] —
Under consideration [
5. Is the attached officially approved product
Information complete and consonant with the [License Refused [
Yes; No Not provided
1 rcr
6. Applicant for certificate, if different from 4. Remarks:
License holder (name & add.) : SAME
3. Docs the certifying authority arrange for periodic inspection of manufacturing plant in which the cosage form is produced?
Yes =< NO [ ] Not Applicable [ ]
3.1 Periodicity of routine inspection: Twice in a year. —
= L1
3.2 Has the manufacturer of this type of dosage forms been inspected? Yes No
3.3 Docs the facility and operation confirm to GMP as recommended by the World Health Organization? ~
Yes/No/Not applicable Yes No [: Not applicable L___J
4. Does the information submitted by the applicant satisfy the certifying Authority on all aspects of the manufacturer of the
Address of 5 L '/Mf*;gglhm‘ity Narme of the Authorizing person:
Office of 3

Bignature - b/} -
s
DAk MANISH KAPOOR)
BEPUTY DRUGS CONTROLLER
-cum-LICENSING AUTHORITY
Ofo STATE DRUGS CONTROLLER

Stamp &

BADD!, DISTRICT SOLAN, HLP 173205

E mail dacdhp@omail.com

THIS CERTIFICATE CONFIRMS TO THE FORMAT RECOMMENDED BY THE NORLDIIBALTHAIRBANIZATION

23.02.2021




GENERAL INSRUCTION: Please refer to the guidelines for full instructions how to complete with form an information
on the implementation of the scheme. The forms are suitable for generation by computers. They should always be
submitted as hard copy with responses printed in type rather hand written additional sheets should be appended,
as necessary, to accommodate remarks and explanations.

EXPLANATQRY NOTES

N

10.

11.

12.

13.

14.

15.

16.

This certificate which is in the format recommended by WHO, establishes -he status of the pharmaceatical
product and of the applicant for the certificate in the exporting country, it is for a single product only since
manufacturing arrangements and approved information for different dosage forms and different strengths
car vary.
Use, where possible, international Nonproprietary Name (INNs) or national nonproprietary names.
The formula (Complete composition) of the dosage from should be given on the certificate or be appendead.
Details of quantitative composition are preferred, but their provision is subject to the agreement of the
product -licence holder.
When applicable, append details of any restriction applied to the sale, distribution or administration of the
product that is specified in the product licence.
Sections 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional or the product has not yet been approved.
Specify whether the person responsible for placing the product on the market ;

(a) Manufactures the dosage form,

(b) Packages and / or label a dosage form manufactured by an independent company ; or

(c) Isinvolved in none of the above.
This information can be provided only with the consent of the product -licence holder or , in the case of non
-registered products , the applicant . Non —completion of this section indicates that the party concerncd has
not agreed to inclusion of this information.
It should be noted that information concerning the site of production is part of the product licnece. f the
production site is changed, the licence must be updated or it will cease to b= valid.
This refers to the document, prepared by some national regulatory authorities, that summarizes the
technical basis on which the product has been licensed.
This refers to product information approved by the competent national regulatory authority, such as a
summary of Product Characteristics (SPC).
In this circumstance, permission for issuing the certificate is required from the prod-act-licence holder. This
permission must be provided to the authority by the applicant.
Please indicate the reason that the applicant has provided for not requesting registration:

(a) The product has been developed exclusively for the treatment of conditions-particularly trcpical
diseases not endemic in the country of export;

(b) The product has been reformulated with a view to improving its stability under tropical conditions.

(c) The product has been reformulated to exclude excipients not approved for use in pharmaceutical
products in the country of import:

(d) The product has been reformulated to meet a different maximum dosage limit for an active

ingredient;
(e) Any other reason, please specify.

Not applicable means that the manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.

The requirements for good practices in the manufacture and quality control of drugs referred to in the
certificate are those included in the thirty-second report of the expert committee on specifications for
pharmaceutical preparations (WHO technical report series, No. 823, 1992, Annex 1). Recorimendations
specifically applicable to biological products have been formulated by ~he WHO expert committee on
biological standardization (WHO technical report series, No. 822, 1992, Annex 1).

This section is to be completed when the product-licence holder or applicant conforms to status (b) or (c) as
described in note 7 above. It is of particular importance when foreign contractors are involved in the
manufacture of the product. In these circumstances the applicant should supply the certifying autbority
with information to identify the contracting parties responsible for each stage of manufacture of the finished
dosage form, and the extent and nature of any controls exercised over each of these parties.




CERTIFICATE OF PHARMACEUTICAL PRODUCTS

No. of Certificate ; HFW-H (DRUGS} 427/05/21-88 Exporting (certifying) Country : INDIA
Valid up to : 22.02.2024 Importing (requesting) Country : CHILE
1.0 Proprietary Name (If applicable) and Dosages form of Product:  IFOMID 500

1.1

1.2

2A

3.1

3.2

3.3

Ifosfamide for Injection USP 500rmg

Active ingredients(s) and amcunt per unit dose . Each vial containing:
Ifosfamide USP........cc.ooeiinnnnn 500 mg

Is this product is licensed to be placed on the market for use in exporting country?
Yes No Not applicable

Is this product naturally on the market in the exporting country? Yes [E No I ] Unknown :I

(If the answer to 1.2 is yes, continue with Question 2A & omit Question 2B & if answer to 1.2 is No, omit the
Question 2A and continue with Question 2B)

2B

1. Product License & date of Issue. 1. Applicant for certificate
MB/05/255, 08/03/2021 (Name & Address)

2. Product License holder (Name and add.) ‘
United Biotech (P) Limited 2. Status of applicant a/b/c (key in appropriate
Bagbania, Baddi-Nalagarh Road . category as define in note)
District-Solan (HP) 174101 India

3. Status of applicant a/b/c (key in appropriate
Category as define in note) a [ I b { [ cl ,

a > b [ [

4. Permission letter no.

Is an approved technical summary appended? 3. Why is authorization lacking?
| No [><J Nct provided[ | Not Required ]

5. Is the attached officially approved product Not Required T
Information complete and consonant with the Under consideration [ ]

License Refused T/
Yes[ ] Nof ] Not provided [><T]

6. Applicant for certificate, if different from 4. Remarks:
license holder (name & add.) : SAME

Does the certifying authority arrange for periodic inspection of manufacturing plan: in which the doszage forrm. is

produced?!*  Yes [=><] No ] Notapplicable [ ]

Periodicity of routine inspection: Once in a year.

Has the manufacturer of this type of dosage forms been inspected? : Yes [><] No | B

Does the facility and operation conform to GMP as recommended by the World Health Organization?

Yes / No / Not applicable Yes [><] No [ Not applicable [ ]
Does the information submitted by the applicant satisfy the certifying Authority on all aspects of the
manufacturer of the product? Yes [=<J) No [ ] if no explain [

Address of the certifying authority Name of the Authorizing person:

Office of the State Drugs Controlier .
Licensing Authority Signature : /()Zf’ N
Health & Family Welfare- Department, Himachal Pradesh Md/?v\ ““‘27{..

Sai Road, Baddi, Distt,

'g‘ﬁial 205 (H.P.) India Stamp & Date
-\

THIS CERTIFICATE CONFIRMS‘ TO THE FORMAT RECOMMENDED BY THE WORLD HEALTH ORGANIZATION




CERTIFICATE OF PHARMACEUTICAL PRODUCTS

No. of Certificate: HFW-H (DRUGS) 427/05/21-197 Exporting (certilying) Country : INDIA
Valid up to 2 22/02/2024 importing (requesting) Country : PERU
1. Proprietary Name (If applicable) and Dosages form of Product:  ONCOFLUOR 250
Fluorouracil Injection USP  250mg
Active Ingredient (s) and arnount per unit dose : Lzach ml contains:
Fluorouracil USP 50mg
Water for injection USP q.s.
1.1. Is this product is licensed to be placed on the market for use in exporting company?
Yes IZ No [ Not applicable l
1.2 Is this product naturally on the market in the exporting country? Yes [:><| No [ l Unknown [ }

(if the answer to 1.2 is Yes. continuc is with Question 2A & omit question 2B & if answer is to 1.2 is no. omit the question 2A and
continue with question 2B)

2A 2B
1. Product License & date of Issue.
MB/05/255, 23/02/21 1. Applicant for certificate
2. Product License holder (name and add.) (Name & Address)
United Biotech Pvt. Limited . . o .
Bagbania, Baddi-Nalagarh Rd., Disst — Solan, —11P 2. Status of appll(:ﬂm.m”b/c (key ir appropriate
category as define in note)
3. Status of applicant a’b/c (key in appropriate . b - —
category as define in note) a I_—_] |: ” I:___—J
a [Z > [ c [ ] 3. Why is authorization lacking?
) Not Required [
4. Permission letter no. _
Is an approved technical summary appended? Not Required [——J
Yes [ ] No Notprovided [ ] —
Under consideration [____
5. Is the attached oflicially approved product
Intformation complete and consonant with the License Refused C
Yes, No Not provided
L ==
6. Applicant for certificate, if diffcrent from 4. Remarks:
License holder (name & add.) : SAME
3. Does the certifying authority arrange for periodic inspection of manufacturing plant in which the dosage form is produced?
Yes [(>< NO [T Not Applicable [ ]
3.1 Periodicity of routine inspection: Twice in a ycar. —
=<1 L1
32 Has the manufacturer of this type of dosage forms been inspected? Yes No
3.3 Does the facility and operation conlirm to GMP as recommended by the World Health Organization?
Yes/No/Not applicable Yes ]Z No [:, Not applicable E:}
4. Does the information submitted by the applicant satisty the certifying Authority on all aspects of the manufacturer of the
Address of m&m‘ggmhoru} Name of the Authorizing person:
Office of 4 e DF édgf;&mtroller
Licensiy ! g\\,ﬂ trolling Authority Signature ; g
o e ¢
H;alth ?5‘ artment, Himachal Pradesh IMANXSS::?);:\Z&\} 2 } 2 202}
. o
i 953 17320 E: i
Lty g,, 5 (P} India Stamp & DA pUTY DRUGS CONTROL, LER
T g Cum-LICERSING AUTHORIT

Ol BTAYJ* ODRUGS QON?R(}L& ER
BADD!, DISTRICT SOLAN, HP-17320%

E mail ddedhp@ygmail.cam

THIS CERTIFICATE CONFIRMS TO THE FORMAT RECOMMENDED RBY THENGRBLDHHBALTHAIRGANIZATION




GENERAL INSRUCTION: Please refer to the guidelines for full instructions how to complete with form an information

on the implementation of the scheme. The forms are suitable for generation by computers. They should always be

submitted as hard copy with responses printed in type rather hand written additicnal sheets shouid be appended,
as necessary, to accommodate remarks and explanations.

EXPLANATORY NOTES

N

10.

11.

12.

13.

14.

15.

This certificate which is in the format recommended by WHO, establishes the status of the pharmaceutical
product and of the applicant for the certificate in the exporting country, it s for a single product only since
manufacturing arrangements and approved information for different dosage forms and different strengths
can vary.
Use, where possible, international Nonproprietary Name (INNs) or national nonproprietary names.
The formula (Complete composition) of the dosage from should be given on he certificate or be appended.
Details of quantitative composition are preferred, but their provision is subject to the agreemenrt cf the
product —licence holder.
When applicable, append details of any restriction applied to the sale, distribution or administration of the
product that is specified in the product licence.
Sections 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional or the product has not yet been approved.
Specify whether the person responsible for placing the product on the market ;

(@) Manufactures the dosage form;

(b) Packages and / or label a dosage form manufactured by an independent corapany ; or

(c) Isinvolved in none of the above.
This information can be provided only with the consent of the product -licence holder or , in the case of non
-registered products , the applicant . Non —completion of this section indicates that the party concerned has
not agreed to inclusion of this information.
It should be noted that information concerning the site of production is part of the product licnece. If the
production site is changed, the licence must be updated or it will cease to be valid.
This refers to the document, prepared by some national regulatory authorities, that summarizes the
technical basis on which the product has been licensed.
This refers to product information approved by the competent national regulatory authority, such as a
surnmary of Product Characteristics (SPC).
In this circumstance, permission for issuing the certificate is required from the product-licence holder. This
permission must be provided to the authority by the applicant.

Please indicate the reason that the applicant has provided for not requesting registration:

(a) The product has been developed exclusively for the treatment of conditions-particularly tropical
diseases not endemic in the country of export;

(b) The product has been reformulated with a view to improving its stability under tropical conditions.

(c) The product has been reformulated to exclude excipients not approved for use in pharmacentical
products in the country of import:

(d) The product has been reformulated to meet a different maximum dosage limit for an active

ingredient;
(e) Any other reason, please specify.

Not applicable means that the manufacture is taking place in a country othker than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.

The requirements for good practices in the manufacture and quality control of drugs referred to in the
certificate are those included in the thirty-second report of the expert committee on specificatiors for
pharmaceutical preparations (WHO technical report series, No. 823, 1992, Annex 1). Recommendztions
specifically applicable to biological products have been formulated by the WHO expert committee on
biological standardization (WHO technical report series, No. 822, 1992, Anrex 1).

This section is to be completed when the product-licence holder or applicant conforms to status (b) or (c) as
described in note 7 above. It is of particular importance when foreign contractors are involved in the
manufacture of the product. In these circumstances the applicant should supply the certifying authority
with information to identify the contracting parties responsible for each stage of manufacture of the finished
dosage form, and the extent and nature of any controls exercised over each of thesc parties.




CERTIFICATE OF PHARMACEUTICAL PRODUCTS

No. of Certificate : HFW-H (DRUGS) 427/05/21-93 Exporting (certifying) Country : INDIA
Valid up to : 22.02,2024 Importing (requesting) Country: SYRIA
1.0 Proprietary Name (If applicable) and Dosages form of Product :  IFOMID 1.0
lfosfamide for Injection USP 1.0g
Active ingredients(s) and amount per unit dose : Each vial containing;
Ifosfamide USP....................... 1.0g
1.1 Is this product is licensed to be placed on the market for use in exporting country?
Yes No Not applicable |
1.2 Is this product naturally on the market in the eprrting country? Yes No Unknown [j
(If the answer to 1.2 is yes, continue with Question 2A & omit Question 2B & if answer to 1.2 is No, omit the
Question 2A and continue with Question 2B)
2A 2B
1. Product License & date of Issue. 1. Applicant for certificate
MB/05/255, 08/03/2021 (Name & Address)
2. Product License holder {(Name and add.)
United Biotech (P) Limited 2. Status of applicant a/b/c (key in appropriate
Bagbania, Baddi-Nalagarh Road category as define in note)
District-Solan (HP} 174101 India
3. Status of applicant a/b/c (key in appropriate
Category as define in note) a l l b J ch
A S b [ e[
4. Permission letter no.
Is an approved technical summary appended? 3. Why is authorization lacking?
Yes No [=><} Not provided ] Not Required C
5. Is the attached officially approved product Not Required C
Information complete and consonant with the Under consideration [
License Refused [ |
Yes | | No | Not provided Eg
6. Applicant for certificate, if different from 4. Remarks:
license holder (name & add.) : SAME
3. Does the certifying authority arrange for periodic inspection of manufacturing plant in which the dosage form is
produced?*  Yes [S] No | ] Notapplicable [ ]
3.1 Periodicity of routine inspection: Once in a year.,
3.2 Has the manufacturer of this type of dosage forms been inspected? : Yes [=<T) No [
3.3 Does the facility and operatior: conform to GMP as recommended by the World Health Organization?
Yes / No / Not applicable Yes [S5<) No [ Not applicable [~ ]
4, Does the information submitted by the applicant satisfy the certifying Authority on all aspects of the
manufacturer of the product? Yes [S>< No [ ] if no explain [
Address of the certifying authcrity Name of the Authorizing person:
Office of the State Drugs Controller / .
Licensing Authority Signature : /6}37’&‘“
Health & Family Welfare- Department, Himachal Pradesh Mbp‘;’\ﬁ ) fi“\‘?
hulieaS e L BAATY &
. . . o T . VT [ JORNEREY 1 E? 5’;:’6‘:5‘: ;
Sai Road, Baddi, Distt, 3E-1%3205 (H.P.) India Stamp & Date N e &
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P BN
N,

THIS CERTIFICATE CONFIRMS' 'I‘O THE FORMAT RECOMMENDED BY THE WORLD BEALTH ORGANIZATION
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GOVERNMENT OF HIMACHAL PRADESH
Health & Family Welfare- Department, Himachal Pradesh
CERTIFICATE OF PHARMACEUTICAL PRODUCTS
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THIS CI"R'IIFILATD CCD’NF&I@KAS FO THE FORMAT RECOMMENDED BY THE WORLD HEALTH ORGANIZATION
(GENERAL INSTRUCTION AND EXPLANATORY NOTES ATTACHED)

i

No. of Certificate ; HEW-H (DRUGS) 427/05/21-361 Exporting (certifying) Country : INDIA
Valid up to : 22.02.2024 Importing (requesting) Country ;: PANAMA
1.0 Proprictary Name (If applicable) and Dosages form of Product :  UNIBLASTIN
Vinblastine Sulfare Injection 10mg/10ml
Active ingredients(s) and amount per unit dose : Each ml contains:
Vinblastine Sulfate USP....................... 1.0 mg
Sodium Chloride USP.......cooveiviniinnnl, 9.0 mg
Benzyl Alcohol BF..........ooiii i, 0.9% v/v
Water for Injections BP..................w. q.8.
1.1 Is this product is licensed to be placed on the market for use in exporting countty?
lz No D Not applicable [:]
1.2 Is this product naturally on the market in the exporting country? Yes .. No Ej Unk?.’xown[
(If the answer to 1.2 is yes, continue with Question 24 & omit Question 2B & if answer to 1.2 is No, omit the
Question 2A and continue with Question 2B)
2A 2B
1. Product License & date of Issue. 1. Applicant for certificate
MB/05/255, 26/02/2021 (Name & Address)
2. Product License holder (Name and add.)
United Biotech (P) Limited 2, Status of applicant a/b/c (key in appropriate
Bagbania, Baddi-Nalagarh Road category as define in note)
District-Solan (HP) 174101 India
3. Status of applicant a/b/c (key in appropriate
Category as define in note) a b c
a [><]] b | cf |
4. Permission letter no,
Is an approved technical summary appended? 3. Why is authorization lacking?
Yes | | No [><3Not provided[ ] Not Required C
5. Is the attached officially approved product Not Required -
Information complete and consonant with the Under consideration [_ ]
License Refused i ]
Yes | ] No| | Not provided
6. Applicant for certificate, if different from 4. Remarks:
license holder (name & add.) : SAME
3. Does the certifying authority arrange for periodic inspection of manufacturing plant in which the dosage form is
produced?!*  Yes [>Z&] No ] Notapplicable [
3.1 Periodicity of routine inspection: Once in a year.
]
3.2 Has the manufacturer of this type of dosage forms been inspected? : Yes (=< No [ ]
3.3 Docs the facility and operation conform to GMP as recommended by the World Health Organization?
Yes / No / Not applicable Yes <] No [ ] Not applicable [ ]
4, Does the information submitted by the applicant satisfy the certifying Authority on all aspects of the
manufacturer of the product? Yes No [ 1 ifnoexplain
Address of certifying authority; Name of the Authorizing person: Navneet Merwha
State Drug Controller-Cum-Licensing Authority ;‘ /
O/o State Drug Controller Signature : ; Y,
Health and Far;mly f \“DQpax tment Stamp & Date : (MAVNEEY MMR /\;? gi“n ‘}N
Baddi, Dlstt 2 631]{{ ) India Stata Drugs Contentigd £/ :3' J
N Control {*n{« o ~;niwf Aulh"r”y
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