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FOOD SAFETY & DRUGS ADMINISTRATION AUTHORITY,
FDA BHAWAN, DANDA LAKHOND, P.0. GUIRADA, SAHASTRADHARA

ROAD, DEHRADUN (UTTARAKHAND)
F.no.: 26/1/Drug/208/2023/ \ £ Date: 29-08-2025

Certificate of Good Manufacturing Practices

Certificate no.: 26/1/Drug/208/2023/
On the basis of the Joint Inspection carried out with CDSCO, North Zone on Dated
25-07-2025 and Futher inspected by I.D Harldwar on Dated 28-08-2025, we certify that
the site indic d on this ific iplies with Good Mc g Practices for the
dosage forms, categories and activities listed in Table 1
1-Name & Adress of site:
M/s Sucantis Biotech Pvt.Ltd,.
Plot No E-127 & 128, Industrial Area,
Bahadarabad,Distt. Haridwar-249402
(Uttarakhand), (India}
2-Manufacturer 15 license number:
Form 25 - 21/UA/2023
Form 28 - 19/UA/SC/P-2023

3-Table 1:
Dos: form (s) Category (ies) Activity (ies)
Tablets ( Non-Beta Lactam) Many,
- | Capsules Hard Gelatin ( Non-Beta Lactam) ‘Manufacturing
up ( Non-Beta Lactam) Manufacturin
({:bl:;x -Beta Lactam) Manufacturir
psules Hard Gelatin (Beta Lactam) Manry
Oral dry Suspension (Beta Lactam) Ma

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

This certificate remains valid until 28-08-2028 It becomes invalid if the activities
and/or categories certified herewith and changed or if the site is no longer considered to be in
Compliance with GMP.

.??reﬁ-mn‘: I g Good uf g Practices as 'per World Health
Organization (WHO) TRS Guide Lines TRS No. 908 of 2003 in the manufacturing & testing of
the said categories of Products and ltems in respect of which the Certificate of Pharmaceuticals
products have been issued.

Adress of certifying Authority:
FDA BHAWAN, DANDA LAKHOND, P.O. GUJRADA,
SAHASTRADHARA ROAD, DEHRADUN (UTTARAKHAND
Name & function of responsible person:

g-— FOOD SAFETY & DRUG ADMINISTRATION
SAHASTRADHARA ROAD, DEHRADUN (UTTARAKHAND)
F.No. 26/1/Drugs/208/2023/ 775 8% Dated: &2 -05-2024

G.L.P CERTIFICATE

This is to certify that M/s Sucantis Biotech Pvt.Ltd. Plot No-E-127 & E-128,
Bahadrabad, Industrial Area, Distt. Haridwar Uttarakhand (India) is holding
valid Drugs manufacturing license bearing No 21/UA/2023 on form 25 &
19/UA/SC/P-2023 on form 28 valid up to 24-11-2028 fo manufacture & Testing of

Drugs.

certified that M/s Sucantis Biotech Pvt.Ltd. Plot No-E-127 & E-128,
Bahadrabad, Industrial Area, Distt. Haridwar Uttarakhand (India) confirms to
G.L.P requirements of Good Laboratory Practices as laid down under Schedule “I-

17 (150-E) of Drugs &Cosmectic Rule 1945,

This certificate is issued to the firm on their request for submission to Govt

ey

Depar i ‘Overseas A ty.

This certificate is valid for a period up to Three year from the date of issue.

/. (Tajber Singh)
Add. Commissioner

Food Safety & Drug Administration -

Uttarakhand.

\NG

B
FOOD SAFET!
DRUG ADMINISTRATION VK) .

Shri Tajber Singh
Add. Commissioner /@.
Food Safety & Drug Administration "‘n(’{_w . ”XW
Uttarakhand, m oo o A G
Email: drugscontroluk@email.com—— (Tajber Singh)
Telno, Nd o L Drug Controlling & Licensing Authority
Fax. No. 0135260874 | /&6 s (Uttarakhand)
‘ /'?»‘i[‘,b\'ﬁ TAJBER SINGH
( Tajber Singh )~ -, Aogoggrg::r";.s F;ER
Food Add. Commi; Y " \ JHER DRUG ADMINISTRATION (U.K.)
Safety & Drug Adyinistration = i
Uniarakhand oo =7 oot
—ceten ek
FOOD SAFETY & DRUG ADMINISTRATION
SAHASTRADHARA ROAD, DEHRADUN (UTTARAKHAND)
= - FOOD SAFETY & DRUG ADMINISTRATION
F.no.26/1/Drugs/208/2023/ 18§ 4} Dated 23 /06/2024 SAHASTRADHARA ROAD, DEHRADUN (UTTARAKHAND)
F.No. 26/1/Drugs/208/2023/ | L & !{ Dated: <2 -05-2024
To,
M/s Sucantis Biotech Pvt.Ltd., G.M.P. CERTIFICATE
.-E-127 & E-128 Bahadrabad Industrial Area,
kel This is to certify that M/s Sucantis Biotech Pvt.Ltd. Plot No-E-127 & E-128,
. E i " E: rt.
- Regarding grant of Neubial Cegle Ne-farExpa Bahadrabad, Industrial® Area, Distt. Haridwar Uttarakhand (India) has been
e’ li & Cosmetics Act 1940 & Rules there under. They are holdin;
Kindly refer to your letter on the subject mentioned above. Your firm icensed under Drugs s 4 2
has been granted Drugs Manufacturing License No. 21/UA/2023 on form 25 & valid drug manufacturing license bearing no. 21/UA/2023 on form 25 & 19/UA/SC/P-
license No. 19/UA/SC/P-2023 on form 28 valid up to 24-11-2028 of Drugs and 2023 on form 28 valid up to 24-11-2028 manufacture for Drug.
i 45.
Cosmetics Rules, 1945 certified that M/s Sucantis Biotech Pvt.Ltd. Plot No-E-127 & E-128,
As desired by you, the Neutral Code No. UK/Drugs/21/UA/2023 on
Form 25 & UK/Drugs/19/UA/SC/P-2023 on Form 28 are hereby granted to you Bahadrabad, Industrial Area, Distt. Haridwar Uttarakhand (India) conforms to
under Rule 94(1) for the purpose of export of Drugs approved on you above requirements of Rule 71, 74 & 76, 78 and Good Manufacturing Practices as laid
license. ) down under Revised Schedule “M” of the Drugs & Cosmetics Rule 1945,
g - This certificate is issued to the firm on their request for submission to Govt.
= )3 /‘Tfﬁ!:’;ﬂw departments/Institutions/Overseas Authority.

This certificate is valid for a period up to 03 year from the date of issue.

.
hok

(Tajber Singh)

Drug Controlling & Licensing Authority
(Uttarakhand)




SR.
NO.

GENERIC NAME

COMPOSITION

DOSAGE
FORM

Amoxycillin Oral Suspension IP 125
mg/5ml

Composition :

Each 5 ml of the reconstituted
suspension contains:
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Excipients

In flavoured syrupy base
Colour : Approved colour used

125 mg
q.s.

Oral
Suspension

Amoxycillin Oral Suspension IP 250
mg/Sml

Composition :

Each 5 ml of the reconstituted
suspension contains:
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Excipients

In flavoured syrupy base
Colour : Approved colour used

250 mg
q.s.

Oral
Suspension

Amoxycillin and Potassium
Clavulanate Oral Suspension IP

Each 5 ml of the reconstituted
suspension contains :

Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic acid
Excipients

In flavoured syrupy base

200 mg

28.5 mg
q.s.

Oral
Suspension

Amoxycillin and Potassium
Clavulanate Oral Suspension IP

Each 5 ml of the reconstituted
suspension contains :

Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic acid
Excipients

In flavoured syrupy base

400 mg

57 mg
q.s.

Oral
Suspension

Ampicillin Oral Suspension IP 250
mg

Each 5 ml of the reconstituted
suspension contains :

Ampicillin IP

equivalent to Anhydrous Ampicillin
Excipients

In flavoured syrupy base

Colour : Approved colour used

250 mg
q.s.

Oral
Suspension

Amoxycillin and Potassium
Clavulanate Tablets IP

Each film coated tablet contains :
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid
Excipients

Colour : Titanium Dioxide IP

250 mg

125 mg
q.s.

Tablets




Amoxycillin and Potassium
Clavulanate Tablets IP

Each film coated tablet contains :
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted 1P
equivalent to Clavulanic Acid 125 mg
Excipients q.s.
Colour : Titanium Dioxide IP

500 mg

Tablets

Amoxycillin and Potassium
Clavulanate Tablets IP

Each film coated tablet contains :
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid 125 mg
Excipients q.s.
Colour : Titanium Dioxide IP

875 mg

Tablets

Amoxycillin and Potassium
Clavulanate with Lactic Acid
Bacillus Tablets

Each film coated tablet contains :
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted 1P
equivalent to Clavulanic Acid
Lactic Acid Bacillus

(Appropriate overages of

Lactic Acid Bacillus spores added)
Excipients q.s.
Colour : Titanium Dioxide IP

250 mg

125 mg
60 millions spores

Tablets

10

Amoxycillin and Potassium
Clavulanate with Lactic Acid
Bacillus Tablets

Each film coated tablet contains :
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid
Lactic Acid Bacillus

(Appropriate overages of

Lactic Acid Bacillus spores added)
Excipients q.s.
Colour : Titanium Dioxide IP

500 mg

125 mg
60 millions spores

Tablets

11

Amoxyecillin Dispersible Tablets IP
125 mg

Each uncoated dispersible tablet contains :
Amoxycillin Trihydrate IP

equivalent to Amoxycillin 125 mg
Excipients q.s.
Colour : Approved colour used

Tablets

12

Amoxycillin Dispersible Tablets IP
250 mg

Each uncoated dispersible tablet contains :
Amoxycillin Trihydrate IP

equivalent to Amoxycillin 250 mg
Excipients q.s.
Colour : Approved colour used

Tablets

13

Amoxycillin Capsules IP 250 mg

Each hard gelatin capsule contains :

Amoxycillin Trihydrate IP

equivalent to Amoxycillin 250 mg
Excipients q.s.
Approved colours used in capsule shells.

Capsules

14

Amoxyecillin Capsules IP 500 mg

Each hard gelatin capsule contains :

Amoxycillin Trihydrate IP

equivalent to Amoxycillin 500 mg
Excipients q.s.
Approved colours used in capsule shells.

Capsules




15

Amoxycillin and Lactic Acid
Bacillus Capsules

Each hard gelatin capsule contains :
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Lactic Acid Bacillus
Excipients

Approved colours used in capsule shells.

500 mg

60 million spores

q.S.

Capsules

16

Ampicillin Capsules IP 250 mg

Each hard gelatin capsule contains :
Ampicillin Trihydrate IP

equivalent to Ampicillin

Excipients

Approved colours used in capsule shells.

250 mg
q.s.

Capsules

17

Ampicillin Capsules IP 500 mg

Each hard gelatin capsule contains :
Ampicillin Trihydrate IP

equivalent to Ampicillin

Excipients

Approved colours used in capsule shells.

500 mg
q.s.

Capsules

18

Amoxycillin and Potassium
Clavulanate with Lactic Acid
Bacillus Tablets

Each film coated tablet contains :
Amoxycillin Trihydrate IP
equivalent to Amoxyecillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid
Lactic Acid Bacillus

(Appropriate overages of

Lactic Acid Bacillus spores added)
Excipients

Colour : Titanium Dioxide IP

875 mg

125 mg

60 millions spores

Tablets

19

Amoxycillin and Potassium
Clavulanate Oral Suspension IP

Each ml of the reconstituted
suspension contains :

Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic acid
Excipients

In flavoured syrupy base

80 mg

11.4 mg
q.s.

Oral
Suspension
(Drops)

20

Ampicillin Oral Suspension IP
125mg

Each 5 ml of the reconstituted
suspension contains :

Ampicillin IP

equivalent to Anhydrous Ampicillin
Excipients

In flavoured syrupy base

Colour : Approved colour used

125 mg

q.

S.

Oral
Suspension

21

Amoxycillin and Sulbactam with
Lactic Acid Bacillus Tablets

Each film coated tablet contains :
Amoxycillin Trihydrate IP
equivalent to Amoxyecillin
Sulbactam Sodium IP
equivalent to Sulbactam 500 mg
Lactic Acid Bacillus 60 millions spores
(Appropriate overages of

Lactic Acid Bacillus spores added)
Excipients q.S.
Colour : Titanium Dioxide IP

500 mg

Tablets




22

Amoxycillin Dispersible Tablets IP
500mg

Each uncoated dispersible tablet contains :
Amoxycillin Trihydrate IP
Equivalent to amoxycillin
Excipients

500 mg

Tablets

23

Amoxycillin and Potassium Clavulanate
Tablets

Each film coated tablet contains:
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid
Excipients

Colour: Approved colour used

500 mg

125 mg
q.s.

Tablets

24

Amoxycillin and Potassium Clavulanate
with Lactic Acid Bacillus Tablets

Each film coated tablet contains:
Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid 125 mg

Lactic Acid Bacillus 60 million spores
(Appropriate overages of Lactic acid bacillus spores added)
Excipients q.s.

Colour: Approved colour used

500 mg

Tablets

25

Amoxycillin and Potassium Clavulanate
Oral Suspension IP

Each 5 ml of the reconstituted
suspension contains :

Amoxycillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic acid 28.5 mg
Excipients q.s.
In flavoured syrupy base

200 mg

Oral Suspension

26

Amoxycillin and Potassium Clavulanate
Oral Suspension IP

Each S ml of the reconstituted
suspension contains :

Amoxyecillin Trihydrate IP
equivalent to Amoxycillin
Potassium Clavulanate Diluted IP
equivalent to Clavulanic acid 57 mg
Excipients q.s.

In flavoured syrupy base

400 mg

27

Sultamicillin Tablets 375 mg

Oral Suspension

Composition :

Each film coated tablet contains :
Sultamicillin

(as Tosilate Dihydrate) BP
(equivalent to Sulbactam 147 mg and
Ampicillin 220 mg)

Excipients

Colour : Titanium Dioxide IP

375 mg

Tablets

28

Sultamicillin Tablets 750 mg

[Each film coated tablet contains:

Sultamicillin (as Tosilate Dihydrate) BP
equivalent to Sultamicillin 750mg
Excipients q.s.
Colour: Titanium Dioxide IP

Tablets

29

Dispersible Amoxicillin &
Potassium Clavulanate Tablets BP

Each uncoated dispersible tablet contains :
Amoxycillin Trihydrate IP

equivalent to Amoxyecillin

Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid

200 mg

28.5 mg

Excipients q.S.

Tablets




30

Dispersible Amoxicillin &
Potassium Clavulanate Tablets BP

Each uncoated dispersible tablet contains :
Amoxycillin Trihydrate IP

equivalent to Amoxycillin

Potassium Clavulanate Diluted IP
equivalent to Clavulanic Acid

Excipients

400 mg

57 mg
q.S.

Tablets

31

Faropenem Sodium Tablets 200 mg

Each film coated tablet contains :

Faropenem Sodium Hydrate JP

equivalent to Faropenem 200 mg
Excipients q.s.
Colours :Approved colour used

Tablets
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COMPOSITION
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Amoxicillin and Potassium
Clavulanate Tablets BP

Each film coated tablet contains :
Amoxicillin Trihydrate BP
Equivalent to Amoxicillin

Diluted Potassium Clavulanate BP
Equivalent to Clavulanic acid 125 mg
Excipients q.s.
Colour: Titanium Dioxide BP

500 mg

Tablets

Amoxicillin Tablets USP 1000 mg

I[Each film coated tablet contains :

Amoxicillin Trihydrate USP

Equivalent to Anhydrous Amoxicillin 1000mg
Excipients q.s.

Colour: Titanium Dioxide USP

Tablets

Amoxicillin and Clavulanate Potassium

Tablets USP

Each film coated tablet contains:
Amoxicillin Trihydrate USP

eq. to Amoxicillin 500 mg
Clavulanate Potassium Diluted USP
equivalent to Clavulanic Acid 125 mg
Excipients q.s.
Colour: Titanium Dioxide BP

Tablets

Amoxicillin and Clavulanate Potassium

Tablets USP

Each film coated tablet contains:
Amoxicillin Trihydrate USP

eq. to Amoxicillin 875 mg
Clavulanate Potassium Diluted USP
equivalent to Clavulanic Acid 125 mg
Excipients q.s.

Colour: Titanium Dioxide BP

Tablets

Amoxicillin Capsules BP

Each hard gelatin capsule contains :
Amoxicillin Trihydrate BP

eq. to Amoxicillin 500 mg
Excipients q.s.
Approved colour used in capsule shells

Capsules

Amoxicillin & Cloxacillin Capsules

Each hard gelatin capsule contains:
Amoxicillin trihydrate BP
equivalent to Amoxicillin
Cloxacillin Sodium BP
equivalent to Cloxacillin 250 mg

Excipients q.s.

Colour: Approved colour used in empty capsules shell

250 mg

Capsules

Amoxicillin Oral Suspension BP
125mg/5ml

Composition :

Each 5 ml of the reconstituted
suspension contains:
Amoxicillin Trihydrate BP
eq. to Amoxicillin  125mg
Excipients q.s

In Flavoured syrup base
Colour : Approved colour used

Oral Suspension

Amoxicillin Oral Suspension BP
250mg/Sml

Composition :

Each 5 ml of the reconstituted
suspension contains:
Amoxicillin Trihydrate BP
eq. to Amoxicillin 250mg
Excipients q.s

In Flavoured syrup base
Colour : Approved colour used

Oral Suspension




Augmaclavin 1000mg (Amoxicillin and
Clavulanate Potassium Tablets USP)

Each Film coated tablet contains :
Amoxicillin trihydrate USP

eq. to Amoxicillin 875mg
Clavulanate Potassium (diluted) USP
eq. to Clavulanic Acid 125mg
Excipients q.s.
Colour: Titanium Dioxide BP

Tablets

10

Augmaclavin 625mg( Amoxicillin and
Clavulanate Potassium tablet USP)

Each film coated tablet contains :
Amoxicillin trihydrate USP

equivalent to Amoxicillin 500 mg
Clavulanate Potassium (diluted) USP
equivalent to Clavulanic acid 125mg
Excipients q.s.

Colour: Titanium Dioxide BP

Tablets

11

Augmaclavin 1000mg( Amoxicillin and
Clavulanate Potassium tablet USP)

Each film coated tablet contains :
Amoxicillin trihydrate USP

equivalent to Amoxicillin 875 mg
Clavulanate Potassium (diluted) USP
equivalent to Clavulanic acid 125mg
Excipients q.S.

Colour: Titanium Dioxide BP

Tablets

12

Ampicillin Capsules USP 500 mg

Each hard gelatin capsule contains :
Ampicillin Trihydrate USP

equivalent to Ampicillin 500 mg
Excipients q.s.

Approved colours used in capsule shells.

Capsules

13

Amoxicillin and Clavulanate Potassium
Oral Suspension USP

Each 5 ml of the reconstituted
suspension contains:

Amoxicillin Trihydrate USP

equivalent to Amoxicillin 600mg
Potassium Clavulanate Diluted BP
equivalent to Clavulanic Acid 42.9mg
Excipients q.S.
In Flavoured syrup base.

Oral
Suspension

14

Ampicillin and Cloxacillin Capsules

Each hard gelatin capsule contains:
Ampicillin trihydrate USP

equivalent to Ampicillin (anhydrous) 250 mg
Cloxacillin Sodium USP

equivalent to Cloxacillin 250 mg
Excipients q.s.

Colour: Approved colour used in empty capsules shell.

Capsules
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