Food & Drugs Administration (Maharashtra State)

Letter No: MH/AZ2/RNW/25-AD/030
Food & Drugs Administration, AURANGABAD Division
Office of the Joint Commissioner,

[Regd. AD | By Hand Delivery |

Vlgjlugu?nﬁgr Ec?gf/\(l)vl?élo(l% TF;rgj?ltz'/CztOSZl 2nd floor, Nath Super Market, Aurangpura

FDA MAHARASHTRA Y ' Aurangabad
To: LICENSE No: 25-AD/030
709130- SAVERA PHARMACEUTICALSPVT.LTD. (Private Limited) & Dt : 25/02/2017

H-39 & 40, MIDC,, WALUJ, AURANGABAD - 431133
Taluka: Gangapur, District: AURANGABAD ZONE 2

Sir,

Ref :- Your Inward Application vide Inward ID:- 57726 (RNW) Dated :- 25/12/2016

With reference to your Inward application,we inform you that your said application is considered & following
LICENSE has been RENEWED.

Type Form [ LIC No/ Validity First Issue/
Rnw
Own: At my OWN Manufacturing Premises 25 AD/030 07/04/1998
31/12/2021 01/01/2017
Prod |Name of Drugs
L Acetaminophen Oral Solution USP 125 mg/ 5 ml Export (USP)
150368 Each 5 ml contains: - Acetaminophen USP (125 mg)
- Sunset Yellow FCF (-)
2 Albendazole Oral Suspension 200 mg/ 5 ml Export (IHS(In House))
134602 Each 5 ml contains: - Albendazole BP (200 MG)
- colour - Sunset Yellow (- )
3. ALBENTOL / Albendazole Oral Suspension BP Export (BP)
134666 Each5ml contains: - Albendazole BP (200 MG)
- Colour - Sunset Yellow (-)
4. Albendazole Suspension 200 mg/ 5 ml Domestic (IP)
134529 Each 5 ml contains: - Albendazole IP (200 MG)
- Colour -Sunset Yellow FCF (-)
S. Ambroxol HCI + Guaifenesin + Terbutaline Sulfate Syrup 30 + 100 + 1.25mg/ 5 ml Export (IHS(In House))
150328 Each 5 ml contains: - Ambroxol Hydrochloride BP (30 mg)
- Guaifenesin BP (100 mg)
- Terbutaline Sulfate USP (1.25 mg)
- Quinoline Yellow (- )
6. Ambroxol HCI + Guaiphenesin + Terbutaline Sulphate Oral Solution 15 mg + 50 mg + Domestic (IHS(In House))
1.25mg/5ml
150468 Each 5 ml contains: e - Ambroxol Hydrochloride IP (15 mg)
r - - Guaiphenesin IP (50 mg)
o P - Terbutaline Sulphate IP (1.25 mg)
i - Brilliant blue and Tartrazine Yellow (- )
7. Sorenil / Benzydamine M outhwash BP 0.15 % wi/v Export (BP)
374455 Composition :: - Benzydamine Hydrochloride BP (0.15 % W/V)
- Alcohol IP (10 % V/V)
- Brilliant Blue (-)
8. Bromhexine HCI, Menthol, Cetirizine HCI, Phenylephrine Hcl & Guaifenesin Syrup 4 Export (IHS(In House))
mg+1mg+25mg+5mg+50mg/ 5ml
150349 Each.5 ml contains: - Bromhexine Hydrochloride BP (4 mg)
- ; - Menthol USP (1 mg)
» ! - Cetirizine Hydrochloride BP (2.5 mg)
gy K - Phenylephrine Hydrochloride BP (5 mg)
FDA *“M RA ‘b T IR A - Guaifenesin BP (50 mg)
- Ponceau 4R Supra (- )
9. Bromhexine HCI, Phenylephrine HCI & Chlorphenamine Maleate Oral Solution 4 mg Export (IHS(In House))
+5 mg + 2 mg/ 5ml /Product renewed asper honourable Delhi High Court quashed the order of DCGI
about banned drug
150380 Each 5 ml contains: - Bromhexine Hydrochloride BP (4 mg)
- Phenylephrine Hydrochloride BP (5 mg)
- Chlorphenamine Maleate BP (2 mg)
- Ponceau 4R (-)
10. CetirizineHCI & Ambroxol HCI Syrup 2.5mg+30mg/5ml Domestic (IHS(In House))
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150420 Each 5 ml contains: - Cetirizine Hydrochloride IP (2.5 mg)
- Ambroxol Hydrochloride IP (30 mg)
- Brilliant blue, Tartrazine Yellow (- )
1. CetrizB Syrup 5mg/ Cetirizine HCI Oral Solution USP5mg/5 mi Export (USP)
150442 Each 5 ml contains: - Cetirizine Hydrochloride USP (5 mg)
12. Chloroquine Phosphate Suspension Export (IHS(In House))
134622 Each 5 ml contains: - Chloroquine Phosphate BP (80 MG)
- approx. equivalent to Chloroquine (50 MG)
- Colour - Sunset Yellow FCF (-)
13 Chloroquine Phosphate Suspension | P Domestic (IP)
134175 Each 5ml contains: - Chloroquine Phosphate IP (80 MG)
- Approx. equivalent to Chloroquine (50 MG)
- Colour - Sunset Yellow FCF (-)
14. Chlorpheniramine M aleate, Phenylephrine HCI & Paracetamol Syrup 1 mg + 2.5 mg + Export (IHS(In House))
125mg/5ml
150345 Each 5 ml contains: - Chlorpheniramine Maleate USP (1 mg)
- Phenylephrine Hydrochloride BP (2.5 mg)
- Paracetamol BP (125 mg)
- Sunset Yellow FCF (- )
15. Co-trimoxazole Oral Suspension BP Export (BP)
134542 Each 5 ml contains: - Trimethoprim BP (40 MG)
- Sulfamethoxazole BP (200 MG)
16. Co-trimoxazole Oral Suspension |P Domestic (IP)
133159 Each 5 ml contains: - Trimethoprim IP (40 MG)
- Sulphamethoxazole IP (200 MG)
17. Deglycyrrhizinated Liquorice, Dried Aluminium Hydroxide Gel ,Magnesium Domestic (IHS(In House))
Hydroxide ,Simethicone Antacid 400 + 250 + 250 + 40 mg /5 ml
150246 Each 5 ml contains: - Deglycyrrhizinated Liquorice equivalent to Liguorice (In House) (400
mg)
- Dried Aluminium Hydroxide Gel IP (250 mg)
- Magnesium Hydroxide IP (250 mg)
- Simethicone IP (40 mg)
- Tartrazine (- )
18. Decough B Syrup 10 mg + 5mg/ Dextromethorphan HBr & Phenylephrine HCI Syrup 10 mg Export (IHS(In House))
+5mg/5ml
150447 Each 5 ml contains: - Dextromethorphan Hydrobromide USP (10 mg)
- Phenylephrine Hydrochloride USP (5 mg)
19. Dextromethor phan Hydrobromide & Phenylephrine HCI Syrup Domestic (IHS(In House))
134514 Each 5 ml contains: - Dextromethorphan Hydrobromide IP (10 MG)
- Phenylephrine Hydrochloride IP (5 MG)
20. Diphenhydramine Hydrochloride ,Gualphenesin,Bromhexine Domestic (IHS(In House))
Hydrochloride, Ammonium Chloride ,Menthol Syrup 8+50+4+100+1 mg/5ml
150249 Each 5 ml contains: - Djphenhydramine Hydrochloride IP (8 mg)
- Guaiphenesin IP (50 mg)
- Bromhexine Hydrochloride IP (4 mg)
- Ammonium Chloride IP (100 mg)
- Menthol IP (1 mg)
21. Diphenhydramine Hydrochloride ,Sodium Citrate ,Menthol, Ammonium Chloride Domestic (IHS(In House))
,Ethanol 14.08+57.03 +1. 14 mg +0.138 g+0.2625 ml
150247 Each 5 ml contains:® - - Djphenhydramine Hydrochloride IP (14.08 mg)
r . - Ammonium Chloride IP (0.138 GM)
. - Sodium Citrate IP (57.03 mg)
il -l - Menthol IP (1.14 mg)
- Ethanol (95 percent) (Ethanol Content 5% v/v) IP (0.2625 ml)
- Carmoisine, Sunset Yellow FCF, Erythrosine, Caramel (-)
22. Domperidone Suspension 5 mg/ 5ml Export (IHS(In House))
150318 Each 5 ml contains: - Domperidone BP (5 mg)
- - Ponceau 4R (- )
23. L evocetirizine Dihydrochloride Syrup 25 mg /5 ml Export (IHS(In House))
150342 Each 5 mli contains: - Levocetirizine Dihydrochloride (In House) (2.5 mg)
. - Sunset Yellow FCF (-)
F24 Magaldraleand S|meth|cone Oral Suseenson USP 400 mg +20mg/5ml Domestic (USP)
150385 "Each 5 Contaihs ™ - Magaldrate IP (400 mg)
- Simethicone IP (20 mg)
- Ponceau 4R (-)
25. Mebendazole Oral Suspension 100 mg/ 5 ml Export (IHS(In House))
134610 Each 5 ml contains: - Mebendazole BP (100 MG)
26. M etronidazole Benzoate Oral Suspension 125 mg/5ml Export (IHS(In House))
150322 Each 5 ml contains: - Metronidazole Benzoate USP equivalent to Metronidazole USP (125
mg)
- Sunset Yellow (- )
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27. M etr onidazole Benzoate Oral Suspension 200 mg/5ml Export (IHS(In House))
150325 Each 5 ml contains: - Metronidazole Benzoate USP equivalent to Metronidazole USP (200
mg)
- Erythrosine (- )
28. M etronidazole Benzoate Oral Suspension IP 200 mg/ 5 ml Domestic (IP)
150426 Each 5 ml contains: - Metronidazole Benzoate IP equivalent to Metronidazole IP (200 mg)
- Carmoisine (- )
29. Ondansetron Oral Solution IP2mg/5ml Domestic (IP)
150401 Each 5 ml contains: - Ondansetron Hydrochloride IP equivalent to Ondansetron IP (2 mg)
- Ponceau 4R Supra (- )
30. Oral Rehydration Salts (28.5 g pack) Export (IHS(In House))
150263 Each pack (28.5 g) contains: - Sodium Chloride BP (3.5 GM)
- Potassium Chloride BP (1.5 GM)
- Sodium Citrate BP (2.9 GM)
- Anhydrous Glucose BP (20.0 GM)
3L Oral Rehydration Salts (5.7 g pack) Export (IHS(In House))
150266 Each pack (5.7 g) contains: - Sodium Chloride BP (0.7 GM)
- Potassium Chloride BP (0.3 GM)
- Sodium Citrate BP (0.58 GM)
- Anhydrous Glucose BP (4.0 GM)
32. Oral Rehydration Salts27.9g Export (IHS(In House)
150479 Each 27.9 g contains: - Sodium Chloride BP (3.5 GM)
- Potassium Chloride BP (1.5 GM)
- Sodium Citrate BP (2.9 GM)
- Anhydrous Glucose BP (20.0 GM)
33 sTOPERADE / Oral Rehydration SaltsBP - (Orange Flavour) 4.2 g Export (BP)
134984 Each4.2g contains: - Sodium Chloride BP (0.52 GM)
- Potassium Chloride BP (0.30 GM)
- Sodium Citrate BP (0.58 GM)
- Anhydrous Glucose BP (2.70 GM)
34. orasoL / Oral Rehydration SaltsBP - (Lime Flavour) Export (BP)
150256 Each 4.4 g sachet contains: - Sodium Chloride BP (0.52 GM)
- Sodium Citrate BP (0.58 GM)
- Potassium Chloride BP (0.3 GM)
- Anhydrous Glucose BP (2.7 GM)
35. STOPERADE / Oral Rehydration SaltsBP - (Orange Flavour) Export (BP)
134792 Each 21 g sachet contains: - Sodium Chloride BP (2.6 GM)
- Potassium Chloride BP (1.5 GM)
- Sodium Citrate BP (2.9 GM)
- Anhydrous Glucose BP (13.5 GM)
36. STOPERADE / Oral Rehydration SaltsBP - (Orange Flavour) Export (BP)
134828 Each 4.2 g sachet contains: - Sodium Chloride BP (0.52 GM)
- Potassium Chloride BP (0.30 GM)
- Sodium Citrate BP (0.58 GM)
- Anhydrous Glucose BP (2.70 GM)
37. orasoL / Oral Rehydration SaltsBP - (Orange Flavour) Export (BP)
150254 Each 4.4 g sachet contains: - Sodium Chloride BP (0.52 GM)
A - Sodium Citrate BP (0.58 GM)
_— - Potassium Chloride BP (0.3 GM)
# - - Anhydrous Glucose BP (2.7 GM)
38. Oral Rehydration SaltsBP 20.5g Export (BP)
134766 Each sachet (20.5 g) contains: - Sodium Chioride BP (2.6 GM)
~—— - — - Potassium Chloride BP (1.5 GM)
- Sodium Citrate BP (2.9 GM)
- Anhydrous Glucose BP (13.5 GM)
39. Oral Rehydration SaltsBP 21 g Export (BP)
134718 “Each 21 g pack contains: - Sodium Chloride BP (2.6 GM)
- - Potassium Chloride BP (1.5 GM)
- Sodium Citrate BP (2.9 GM)
- - Anhydrous Glucose BP (13.5 GM)
40. Oral Rehydration SaltsBP 4.2 g Export (BP)
achg.2@p ntains; - F - Sodium Chloride BP (0.52 GM)
F’ﬁfﬂE rﬂ m R A — H J' R A - Potassium Chioride BP (0.3 GM)
- Sodium Citrate BP (0.58 GM)
- Anhydrous Glucose BP (2.7 GM)
4L Oral Rehydration SaltsBP 4.2 g Export (BP)
150476 Each 4.2 g contains: - Sodium Chloride BP (0.52 GM)
- Potassium Chloride BP (0.30 GM)
- Sodium Citrate BP (0.58 GM)
- Anhydrous Glucose BP (2.70 GM)
42. Oral Rehydration Salts1P 20.5g Domestic (IP)

Fee Payment(s) : DB-ld: 164381 - 25/12/2016 (Amt: 51750) Balance: O

No. of Products: 62, No. of Ingredients: 188

ThisLicense/Certificateis eSIGNED with Seeding from AADHAR via UIDAI Server. Physical SignatureisNOT Required

Division MFG ID No Type:License Renewal License No Issue Date
AURANGABAD (AZ2) 709130 RNW-57726-25/12/2016 25-AD/030 25/02/2017
For online Third Party Approval Verification;Go to xInindia.gov.in & Click TPAV button. Pg:3/5 26/0217 I




134485 Each 20.5 g pack contains: - Sodium Chloride IP (2.6 GM)
- Potassium Chloride IP (1.5 GM)
- Sodium Citrate IP (2.9 GM)
- Dextrose (Anhydrous) IP (13.5 GM)
43. Oral Rehydration SaltsIP 21 g Domestic (IP)
134494 Each 21 g pack contains: - Sodium Chloride IP (2.6 GM)
- Potassium Chloride IP (1.5 GM)
- Sodium Citrate IP (2.9 GM)
- Dextrose (Anhydrous) IP (13.5 GM)
4. Oral Rehydration Salts P 4.1 g pack Domestic (IP)
150459 Each 4.1 g pack contains: - Sodium Chloride IP (0.52 GM)
- Potassium Chloride IP (0.3 GM)
- Sodium Citrate IP (0.58 GM)
- Dextrose (Anhydrous) IP (2.7 GM)
45. Oral Rehydration Salts 1P 4.2 g pack Domestic (IP)
150455 Each 4.2 g pack contains: - Sodium Chloride IP (0.52 GM)
- Potassium Chloride IP (0.3 GM)
- Sodium Citrate IP (0.58 GM)
- Dextrose (Anhydrous) IP (2.7 GM)
46. Paediatric Paracetamol Oral Solution BP Export (BP)
134647 Each 5 ml contains: - Paracetamol BP (2.4 % W/V)
- (Paracetamol) BP (120 MG)
47. Paracetamol Oral Suspension BP 125 mg/ 5 ml Export (BP)
134571 Each 5 ml contains: - Paracetamol BP (125 MG)
- Colour - Sunset Yellow (- )
48. Paracetamol Oral Suspension IP 250 mg/5ml Domestic (IP)
150462 Each 5 ml contains: - Paracetamol IP (250 mg)
- Carmoisine (- )
49. Paracetamol Syrup IP Domestic (IP)
133016 Each 5 ml contains: - Paracetamol IP (125 MG)
0. Paracetamol, Cetirizine HCI & Phenylephrine HCI Syrup 125 mg+2.5mg+25mg/5 Export (IHS(In House))
ml
150338 Each 5 ml contains: - Paracetamol BP (125 mg)
- Cetirizine Hydrochloride BP (2.5 mg)
- Phenylephrine Hydrochloride BP (2.5 mg)
- Carmoisine HD Supra (- )
1. Paracetamol, Phenylephrine HCI & Chlorpheniramine Maleate Syrup 125 mg + 2.5 mg Domestic (IHS(In House))
+1mg/5ml
150416 Each 5 ml contains: - Paracetamol IP (125 mg)
- Phenylephrine Hydrochloride IP (2.5 mg)
- Chlorpheniramine Maleate IP (1 mg)
- Carmoisine HD Supra (- )
52. Promethazine Oral Solution BP Export (BP)
134697 Each 5 ml contains: - Promethazine Hydrochloride BP (5 MG)
- Colour - Caramel (- )
53. Promethazine Syrup IP Domestic (IP)
133121 Each 5 ml contains: - Promethazine Hydrochloride IP (6 MG)
. - Colour -Caramel (- )
54. Pyrantel Pamoate Oral Suspension |P Domestic (IP)
505457 Each 10 ml contains: - - Pyrantel Pamoate IP equivalent to Pyrantel (250 mg)
o n, - Flavoured base .. g.s. (-)
S5. Pyrantel Pamoate Oral Suspension USP 50 mg/ 10 ml Export (USP)
150430 Each 10 mi'éontains: S — - Pyrantel Pamoate USP equivalent to Pyrantel USP (50 mg)
56. Quinine Sulfate Suspension 150 mg/ 5 ml Export (IHS(In House))
150320 Each 5 ml contains: - Quinine Sulfate USP (150 mg)
- Caramel (- )
S7. Salbutamol Oral Solution BP Export (BP)
1345568  Each 5 mlContains: - Salbutamol Sulphate BP (--)
- equivalent to Salbutamol (2 MG)
58. Albutol B Syrup 2mg/ Salbutamol Oral Solution BP2mg/5 ml Export (BP)
150434  Each 5 ml contains: - Salbutamol Sulphate BP equivalent to Salbutamol BP (2 mg)
59. Salbutamol Sulphate Syrup IP (2mg) ) Domestic (IP)
133131 Each 5 ml contains: - equivalent to Salbutamol (2 MG)
- Salbutamol Sulphate IP (--)
60. Terbutaline Sulphate, Ambroxol HCI & Guaifenesin Oral Solution 1.25 + 15 + 50 mg / Export (IHS(In House))
5ml
150307 Each 5 ml contains: - Terbutaline Sulphate BP (1.25 mg)
- Ambroxol Hydrochloride BP (15 mg)
- Guaifenesin BP (50 mg)
- Brilliant blue, Tartrazine Yellow (-)
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61. Bronkof / Terbutaline Sulphate, Ambroxol HCI & Guaifenesin Oral Solution 1.25 + 15 +
50mg/5ml
150335 Each 5ml contains:

- Terbutaline Sulphate BP (1.25 mg)
- Ambroxol Hydrochloride BP (15 mg)
- Guaifenesin BP (50 mg)

- Brilliant blue, Tartrazine Yellow (- )

Export (IHS(In House))

62. Terbutaline Sulphate, Ambroxol HCI & Guaifenesin Syrup 1.25+ 15+50mg/5ml
150412 Each 5ml contains:

- Terbutaline Sulphate IP (1.25 mg)
- Ambroxol Hydrochloride IP (15 mg)
- Guaiphenesin IP (50 mg)

- Ponceau 4R Supra (- )

Domestic (IHS(In House))

PAN No. Staff Name Section Designation Qual
APQPM3699J BASAVRAJ S. MASHALKAR LIQUID ORALS SR. OFFICER MSC
PRODUCTION
AUUPGO0729N  [Bhausaheb S Ghadge Chemical & Instrumentation Officer BSC
CAYPB7091J Kisan A.Bansod Oral Powders Officer - BSC
Manufacturing
AZTPT7422P Mrs.Manisha Baburao Korde Oral Powders Executive - BSC
Manufacturing
DSPPK7065D Mudassir Shahab Khan LIQUID ORALS Officer Production MSC
AATPW2866P  |Parmeshwar Jalindar Wavhal LIQUID ORALS Junior Officer - BTC
Manufacturing
BXHPS5762G ~ [SHARMA ANJU SURINDERKUMAR Microbiology Testing EXECUTIVE - QC BPH
AANPW8943R  [Udaykumar C Wagh Chemical & Instrumentation Sr. Officer - QC MSC
Al PA4567E Vasant N Aher Chemical & Instrumentation Executive MSC

ThisLicense hasbeen renewed

on 01/01/2017 and valid up to 31/12/2021

Terms and Conditions

1) Licensee should comply with al the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dit.
2) Licensee should comply with all the provisions of Drugs (Price Control) Order 2013 as amended up to dt (wherever

applicable).

3) Licensee should abide by all the provisions of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 & Rules
1955 as amended up to date
4) Licensee should not manufacture any drug/cosmetic by a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if itisor asand
when banned by Licensing Authority or Drugs Controller General of India or Government of India.
6) The permission is granted subject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in the formulation
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

e Seeding from LIDAT

Digitally Sign with Asdhaar

AMRUT TARACHANDJI NIKHADE
e-Signed on 25-02-2017 22:054%,

Server

(Organic Authentication on AADHAR from UIDANS:

TPAV #7JL6MICY99 -

A.T.NIKHADE
Licensing Authority
Food & Drugs Administration

AURANGABAD Division, Maharashtra

State

~—— s
Applicant :

SAVERA PHARMACEUTICALSPVT. L TD(709130)
H-39 & 40, MIDC,, WALUJ, AURANGABAD - 431133
Taluka: Gangapur, District: AURANGABAD ZONE 2

FDA MAMHARASHIRA
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[Read AD | By HandDaivar | Food & Drugs Administration (Maharashtra State)

Letter No: MH/AZ2/RNW/28-AD/036
Food & Drugs Administration, AURANGABAD Division

. Office of the Joint Commissioner,
License Renewal & Products 2nd floor, Nath Super Market, Aurangpura

Validity Period: 01/01/2017 To 31/12/2021

FO MAHARASHTRA Y Aurangabad
To: LICENSE No: 28-AD/036
709130- SAVERA PHARMACEUTICALSPVT. LTD. (Private Limited) & Dt : 25/02/2017

H-39 & 40, MIDC,, WALUJ, AURANGABAD - 431133
Taluka: Gangapur, District: AURANGABAD ZONE 2

Sir,
Ref :- Your Inward Application vide Inward ID:- 58611 (RNW) Dated :- 26/12/2016

With reference to your Inward application,we inform you that your said application is considered & following
LICENSE has been RENEWED.

Type Form [ LIC No/ Validity First Issue/
Rnw
Own: At my OWN Manufacturing Premises 28 AD/036 07/04/1998
31/12/2021 01/01/2017
Prod |Name of Drugs
L DIZzO Syrup / Alpha-Amylase and Papain Liquid /Asper CDSCO (WZ) NOC letter No.198/WZ- Export (IHS(In House))
2013/Saver a/35946 dated 24.12.2013
374460 Each5ml contains:: - Alpha-Amylase (Bacterial 1:800) (In House) (100 mg)
- Papain USP (50 mg)
2 DIZzO Drops/ Alpha-Amylase, Papain, Dill Oil, Anise Oil & Caraway Oil Drops / Asper Export (IHS(In House))
CDISCO (WZ) NOC Letter N0.198/WZ-2013/Saver a/35946 dated 24.12.2013
374461 Each ml contains:: - Alpha-Amylase (Bacterial 1:800) (In House) (20 mg)
- Papain USP (10 mg)
- Dill Oil BP (2 mg)
- Anise Oil BP (2 mg)
- Caraway Oil BP (2 mg)
3. Azithromycin Oral Suspension 100 mg/5 ml Export (IHS(In House))
150482 Each 5 ml contains: - Azithromycin Dihydrate USP equivalent to anhydrous Azithromycin
USP (100 mg)
- Sunset Yellow FCF (- )
4. Azithromycin Oral Suspension 200 mg/5ml Export (IHS(In House))
150497 Each 5 ml contains: - Azithromycin Dihydrate USP equivalent to anhydrous Azithromycin
USP (200 mg)
- Quinoline Yellow (- )
5. Calcium and Vitamin D3 Liquid Domestic (IHS(In House))
150522 Each 15 ml contai ns. - Calcium Carbonate IP equivalent to elemental Calcium IP (750 mg)

- Cholecalciferol IP (375 IU)
k - Tartrazine Yellow (-)
6. Atracal / Calcium with Vitamin D3 & Vitamin B12 Suspension Export (IHS(In House))
150294 Each 5 mi ‘Contains: - Tribasic Calcium Phosphate BP 210 mg equivalent to elemental
Calcium BP (82 mg)
- Colecalciferol BP (200 IU)
- Cyanocobalamin BP (2.5 mcg)
- Ponceau 4R (- )

7. Calcium with Vitamin D3 Suspension Domestic (IHS(In House))
150268 Each'5ml contains: ‘ - Calcium Carbonate IP 625 mg equivalent to elemental Calcium IP
(250 mg)
— o S - Vitamin D3 IP (125 IU)
8 Atracal / Calcium with Vitamin D3 Suspension , Export (IHS(In House))
150292 Each 5 ml contains: - Calcium Carbonate BP 625 mg equivalent to elemental Calcium BP
(250 mg)

- Colecalciferol (Vitamin D3) BP (125 IU)

- Erythrosine (- )
9. Erythromycin Estolate Oral Suspension USP 125 mg/ 5 ml Export (USP)
150485 Each 5 ml contains: - Erythromycin Estolate USP equivalent to Erythromycin USP (125
mg)
- Sunset Yellow (-)

Fee Payment(s) : DB-ld: 164471 - 26/12/2016 (Amt: 29750) Balance: 0 No. of Products: 19 , No. of Ingredients; 77
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10.

150489

Ferrous Gluconate, Folic Acid, Vitamin B12 & Calcium Lactate Syrup 129.5 mg + 0.25 Export (IHS(In House))
mg+ 1.25mcg + 75mg/ 5 ml
Each 5 ml contains: - Ferrous Gluconate BP (129.5 mg)

- Folic Acid BP (0.25 mg)

- Vitamin B12 BP (1.25 mcg)

- Anhydrous Calcium Lactate BP (75 mg)

- Caramel (-)

11
150493

Ferrous Gluconate, Vitamin B12 & Folic Acid Drops 66 mg + 0.5 mcg + 25 meg / ml Export (IHS(In House))
Each ml contains: - Ferrous Gluconate BP (66 mg)

- Vitamin B12 BP (0.5 mcg)

- Folic Acid BP (25 mcg)

- Caramel (-)

12.

150272

Ferrous Glycine Sulphate ,Folic acid ,Pyridoxine Hydrochloride ,Vitamin Domestic (IHS(In House))
B12,Elemental Zinc 50 mg + 0.5 mg+ 1.0 mg + 0.5 mcg + 6.68 mg /5 ml
Each 5 ml contains: - Ferrous Glycine Sulphate equivalent to elemental Iron (In House)
(50 mg)
- Folic Acid IP (0.5 mg)
- Pyridoxine Hydrochloride IP (1.0 mg)
- Vitamin B12 IP (0.5 mcg)
- Elemental Zinc (As Zinc Sulphate) (In House) (6.68 mg)
- Erythrosine (- )

13.
134853

Iron & Folic Acid Syrup Domestic (IP)
Each 5 ml contains: - Ferrous Sulphate IP (- )

- equivalent to elemental Iron (100 MG)

- Folic Acid IP (0.5 MG)

14.
150517

Iron & Folic Acid Syrup 15mg + 250 mcg /5 ml Export (IHS(In House))
Each 5 ml contains: - Ferrous Gluconate USP 129.5 mg equivalent to elemental lron USP
(15 mg)
- Folic Acid USP (250 mcg)
- Caramel (- )

15.
150285

Multivitamin wrup Export (IHS(In House))
Each 5 ml contains: - Vitamin A (as Palmitate) USP (3000 IU)

- Vitamin D3 USP (500 IU)

- Vitamin B1 BP (2.0 mg)

- Vitamin B2 BP (1.2 mg)

- Nicotinamide BP (10 mg)

- Vitamin B6 BP (1.0 mg)

- Vitamin B12 BP (2.5 mcg)

- Vitamin C BP (40 mg)

16.
150486

Roxithromycin Oral Suspension 50 mg/ 5 ml Export (IHS(In House))
Each 5 ml contains: - Roxithromycin BP (50 mg)
- Quinoline Yellow (- )

17.

150283

Vitamin A ,Cholecalciferol ,Thiamine Hydrochloride ,Riboflavine Sodium Phosphate Domestic (IHS(In House))
,Pyridoxine Hydrochloride ,Ascorbic Acid ,Nicotinamide 3000 U + 300 U +1.5 mg +
25mg+1mg+50mg+20mg/5ml
Each 5 ml contains: - Vitamin A (As Palmitate) IP (3000 IU)

- Cholecalciferol IP (300 IU)

- Thiamine Hydrochloride IP (1.5 mg)

o - Riboflavine Sodium Phosphate IP (2.5 mg)
- Pyridoxine Hydrochloride IP (1 mg)
- Ascorbic Acid IP (50 mg)
- E - Nicotinamide IP (20 mg)
- Quinoline Yellow WS (- )

18.

150520

s = —
Vitamin B6, Nicotinamide, Vitamin B12 & Lysine Syrup 0.75 mg + 15 mg + 2 mcg + Domestic (IHS(In House))
375mg/5ml
Each 5ml contains: - Pyridoxine Hydrochloride IP (0.75 mg)
- Nicotinamide IP (15 mg)
- Cyanocobalamin IP (2 mcg)
- Lysine Hydrochloride USP (375 mg)
- Tartrazine Yellow (- )
- Sorbitol Solution (70 percent) (non crystallising) IP (q.s.- )

19.

Vitamin B-Complex Syrup Domestic (IHS(In House))

150280 E achBy il B 8. % F& JF = AL - mhiamine Hydrochloride IP (2 mg)

- Riboflavine Sodium Phosphate IP (2.5 mg)

- Pyridoxine Hydrochloride IP (0.75 mg)

- Nicotinamide IP (15 mg)

- D-Panthenol IP (3 mg)

- Cyanocobalamin IP (2 mcg)

- Sorbitol Solution (70%) (non crystallizing) IP (- QS)

PAN No.

Staff Name Section Designation Qual

APQPM3699J (BASAVRAJ S. MASHALKAR LIQUID ORALS SR. OFFICER MSC

PRODUCTION

Fee Payment(s) : DB-ld: 164471 - 26/12/2016 (Amt: 29750) Balance: 0 No. of Products: 19 , No. of Ingredients; 77
ThisLicense/Certificateis eSIGNED with Seeding from AADHAR via UIDAI Server. Physical SignatureisNOT Required

Division MFG ID No Type:License Renewal License No Issue Date
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AUUPG0729N  [Bhausaheb S Ghadge Chemical & Instrumentation Officer BSC
CAYPB7091J Kisan A.Bansod Oral Powders Officer - BSC
Manufacturing
AZTPT7422P Mrs.Manisha Baburao Korde Oral Powders Executive - BSC
Manufacturing
DSPPK7065D Mudassir Shahab Khan LIQUID ORALS Officer Production MSC
AATPW2866P |Parmeshwar Jalindar Wavhal LIQUID ORALS Junior Officer - BTC
Manufacturing
BXHPS5762G ~ [SHARMA ANJU SURINDERKUMAR Microbiology Testing EXECUTIVE - QC BPH
AANPW8943R  [Udaykumar C Wagh Chemical & Instrumentation Sr. Officer - QC MSC
All PA4567E Vasant N Aher Chemical & Instrumentation Executive MSC

ThisLicensehasbeen renewed on 01/01/2017 and valid up to 31/12/2021

Termsand Conditions
1) Licensee should comply with al the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with all the provisions of Drugs (Price Control) Order 2013 as amended up to dt (wherever
applicable).
3) Licensee should abide by all the provisions of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 & Rules
1955 as amended up to date
4) Licensee should not manufacture any drug/cosmetic by a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor asand
when banned by Licensing Authority or Drugs Controller Genera of India or Government of India.
6) The permission is granted subject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in the formulation
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

e Seeding from LIDAT
F BErver

Digitaily Sign with Asdhagr
AMRUT TARACHANDJI NIKHADE

e-Signed on 25-02-2017 22:08
(Organic Authentication on AADHAR from Ul DATServer)

A.T.NIKHADE
Licensing Authority
Food & Drugs Administration

TPAV #B241R6CV59 AURANGABAD Division, Maharashtra
State
Applicant :

SAVERA PHARMACEUTICALSPVT. LTD(709130)
H-39 & 40, MIDC,, WALUJ, AURANGABAD - 431133
Taluka: Gangapur, District: AURANGABAD ZONE 2

FDA MAMHARASHIRA

Fee Payment(s) : DB-ld: 164471 - 26/12/2016 (Amt: 29750) Balance: 0 No. of Products: 19 , No. of Ingredients; 77
ThisLicense/Certificateis eSIGNED with Seeding from AADHAR via UIDAI Server. Physical SignatureisNOT Required
Division MFG ID No Type:License Renewal License No Issue Date
AURANGABAD (AZ2) 709130 RNW-58611-26/12/2016 28-AD/036 25/02/2017

For online Third Party Approval Verification;Go to xInindia.gov.in & Click TPAV button. Pg:3 /3 26/0217 I




