EXPORT PRODCUT LIST

READY DOSSIER LIST: Dry Injectables UNIT-I
SR. NO. MOLECULE NAME COMPOSITION REMARKS
Each vial contains:
Sterile Piperacillin Sodium... USP
1 Piperacillin & Tazobactam 4.5gm |Eq. to Piperacillin... 4000mg Approved
Tazobactam Sodium................... Equivalent to
Tazobactam 500mg
Each vial tains:
Meropenem for Injection USP ac. vial contains
2 1000m Sterile Meropenem ....USP Approved
& Eq. to Anhydrous Meropenem ...... 1000mg
Meropenem for Injection USP Each vial contains:
3 500m Sterile Meropenem ....USP Approved
8 Eq. to Anhydrous Meropenem ...... 500mg
Each vial contains:
Imipenem & Cilastatin for Injection |Sterile Imipenem uspP
4 . Approved
USP 500mg Eqg. to Anhydrous Imipenem 500mg
Cilastatin Sodium USP Eq. to Cilastatin..500mg
Each vial contains:
Imipenem & Cilastatin for Injection |Sterile Imipenem uUsP
5 . Approved
USP 250mg Eq. to Anhydrous Imipenem 250mg
Cilastatin Sodium USP Eq. to Cilastatin..250mg
Each vial contains:
Co-Amoxiclav for Injection BP Sterile Amoxicillin Sodium BP eq. to amoxicillin
6 . i Approved
1.2gm 1000mg Sterile Potassium Clavulanate BP
Eq. to Clavulanic Acid..200mg
Each vial contains:
Sterile Piperacillin Sodium... USsP
7 Piperacillin & Tazobactam 2.25 gm |Eq. to Piperacillin... 2000mg Approved
Tazobactam Sodium................... Equivalent to
Tazobactam 250mg
Each vial contains:
Meropenem & Sulbactam for Sterile Meropenem Trihydrate.....USP Equivalent to
8 Injection 1.5 gm Meropenem 1000mg Approved
Sulbactam Sodium... UsP
Equivalent to Sulbactam 500mg
Each 0.4ml Pre filled syringe contains:
Enoxaparin 40mg/0.4ml (Pre-filled |Enoxaparin Sodium USP .................. 40 mg.
9 - . . L Approved
Injection) Equivalent to 4000 IU Anti-Xa Activity.
Water for Injection USP.............c........... qg.s.
Each 0.6ml Pre filled syringe contains:
Enoxaparin 60mg/0.6ml (Pre-filled |Enoxaparin Sodium USP .................. 80 mg.
10 L . ) o Approved
Injection) Equivalent to 6000 IU Anti-Xa Activity.
Water for Injection USP............cccccuunene. qg.s.
Each 0.8mL Pre filled syringe contains:
Enoxaparin 80mg/0.8ml (Pre-filled |Enoxaparin Sodium USP .................. 80 mg.
11 L . ) o Approved
Injection) Equivalent to 8000 IU Anti-Xa Activity.
Water for Injection USP......................... g.s.

ACCREDITATION | GMH ORGANICS

EMAIL: Operations@medicamentinnovation.com

il

EFDA U GMP

PPE-KENYA TANZANIA MOH

Medicamentinnovation@gmail.com

Contact: +91-83569 69402 (W)
+91-98671 52160 (W)



mailto:Operations@medicamentinnovation.com
mailto:Medicamentinnovation@gmail.com

ACCREDITATION | GMH ORGANICS

Ay &% T > 8 TS
@ @ =2 74/‘ % éga EF'SA EII?;IIP
UNIT-I
Sr.No Product /Generic Name Composition Vial Size | ShelfLife | Remarks
Ceftriaxone For Injection USP . Each V|a|.conta|ns:
1 250me Ceftriaxone Sodium... UsP 75ml | 36Months |  Approved
Eq. to Anhydrous Ceftriaxone...250mg
Ceftriaxone For Injection USP _ Each'wal conta|.ns:
2 Si0me Sterile Ceftriaxone Sodium... USP 75ml | 36Months |  Approved
Eq. to Anhydrous Ceftriaxone...500mg
Each vial contains:
3 | Ceftriaxone For Injection USP 1gm Ceftriaxone Sodium... usp 10ml | 36Months | Approved
Eq. to Anhydrous Ceftriaxone...1000mg
Cefotaxime For Injection USP , Each Ylal contfams:
4 100mg Sterile Cefotaxime Sodium... ~ USP 10ml | 36 Months |Under Process
Eq. to Cefotaxime... 1000mg
Each vial contains:
Ceftriaxone & Sulbactam for Sterile Ceftriaxone Sodium... ~ USP
5 Injection Equivalent to Ceftriaxone... 1000mg 20ml | 36Months |  Approved
1500mg Sulbactam Sodium... USP
Equivalent to Sulbactam...  500mg
Each vial contains:
6| Cefuroxime For Injection ™ 750mg Sterile Cefuroxime Sodium...USP 10ml | 36Months | Under Process
Eq. to Anhydrous Cefuroxime... 750mg
Each vial contains:
Ceftriaxone & Tazobactam for Sterile Ceftriaxone Sodium... ~ USP
7 Injection Equivalent to Ceftriaxone... 1000mg 20ml | 36Months | Under Process
1125mg Tazobactam S0dium............. Equivalent to

Tazobactam  125mg
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Tablets/Capsules/Ointment
Sr. No. Generic Name Label Claim Shelf- Life Remarks
Omeprazole Gastro- resistant Capsule BP Each Hard Gelatin Capsule contam‘s:
1. Omeprazole BP......20 mg (As Enteric 24 M Approved
(AMNIL-ID)
coated pellets)

5 Acetami hen Tablet USP 325 Each Uncoated Tablet Contains: 48 M A g
’ cetaminophen 1able me Acetaminophen USP.....325 mg pprove
3 Paracetamol Tablets 500 mg BP Each Uncoated Tablet contains: 48 M Approved

’ 8 Paracetamol BP 500mg P
4 Chloroquine Each Uncoated tablet contains: 36 M Approved
’ Phosphate Tablets BP 100 mg Chloroquine Phosphate BP......100 mg PP
Luliconazole BP... 1% w/w
5. Luliconazole Cream 1% w/w Benzyl Alcohol... 1.00% w/w 24 M Approved
Methyl Paraben... 0.14%
Each Film coated tablet contains:
Levocetirizine Montelukast & Sodium & Levocetirizine D|hydr0f:hlor|de
6. Tablets ....bmg Montelukast Sodium B.P. 36 M Approved
Eq. to Montelukast
Colour: Titanium Dioxide BP
Each Film Coated Tablet Contains:
Azith i hyd USP 500
7. Azithromycin Tablet USP 500 mg z romyu'n (anhy .rousv) 36 M Approved
mg (As Azithromycin Dihydrate)
Colour: Titanium Dioxide USP
Each Film Coated Tablet Contains:
Moxifloxacin Hydrochloride USP Eg.
8. Moxifloxacin Tablet 400 mg USP to Moxifloxacin... 400 mg 30M Approved
Excipients... q.s
Colour : Approved Colour Used
Each Film Coated Tablet ontains:
9. Metronidazole Tablets 500 mg BP Metrc.Jn.|dazo|e BP .....500 mg 36 M Approved
Excipients... q.s
Colour : Titanium Dioxide
Each Film coated Tablets:
Levofl in Hemihydrates USP Eg.
10. Levofloxacin Tablets 500 mg USP evorioxacin . eminydrates a 36 M Approved
to Levofloxacin......... 500mg Colour :
Titanium Dioxide
Each Film Coated Tablet contains:
11. Ciprofloxacin Tablets 500 mg USP C|profloxacm Hydrochlonde USP Eq. 36 M Approved
to Ciprofloxacin.....500mg Colour:
Tartrazine Lake
Each i | ins:
12 Pantoprazole Sodium Delayed Release acPaen:Zerrl:ZZT:ted tablet c;:)n::ms 36 M Aporoved
: Tablet 40mg USP P _ g PP
Colour : Iron Oxide Red
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Sr. No.

Generic Name

Label Claim

Shelf- Life

Remarks

13.

Esomeprazole Magnesium Delayed
Release Capsule USP 20mg

Each Hard Gelatin Capsule contains:
Esomeprazole Magnesium USP
Eq. to Esomeprazole ......... 20mg (as
enteric coated pellets)

24 M

Approved

14.

Azithromycin Tablets USP 250 mg

Each Film Coated Tablet contains:
Azithromycin (anhydrous) USP 250
mg Excipients ...... q.s.
Colour: Titanium Dioxide USP

36 M

Approved

15.

Etoricoxib Tablets 90 mg

Each Film coated Tablet contains:
Etoricoxib BP 90 mg Excipients :

q.s.
Colour: Approved colour used.

24 M

Approved

16.

Ofloxacin Tablet USP 200 mg

Each Film coated Tablet contains:
Ofloxacin USP 200 mg Excipients.......

q.s.
Colour: Approved colour used

36 M

Approved

17.

Ofloxacin Tablet USP 400 mg

Each Film coated Tablet contains:
Ofloxacin USP 400 mg Excipients.......

q.s.
Colour: Approved colour used

36 M

Approved

18.

Escitalopram Tablet USP 10 mg

Each Film Coated Tablet contains:
Escitalopram Oxalate USP
Eq. to Escitalopram 10 mg
Excipients q.s.
Colour: Approved colour used.

24 M

Approved

19.

Rosuvastatin Tablet USP 20 mg

Each Film Coated Tablet contains:
Rosuvastatin Calcium USP 20 mg
Excipients q.s.
Colour: Approved colour used.

30M

Approved

20.

Montelukast Sodium Tablet USP

Each Film Coated Tablet contains:
Montelukast Sodium USP
Eq. to Montelukast 10 mg Excipients

q.s.
Colour: Approved colour used.

36 M

Approved

21.

Celecoxib Capsules

Each Hard Gelatin Capsule contains:
Celecoxib USP 100 mg Excipients
a.s.

Approved colours used in Empty Hard
Gelatin Capsule shells.

30 M

Under process

22.

Paroxetine Tablets BP

Each Film Coated Tablet contains:
Paroxetine Hydrochloride
Hemihydrate BP Eq. to Anhydrous
Paroxetine Hcl 20 mg Excipients q.s.
Colour: Approved colour used.

36 M

Approved

23.

Meloxicam Tablets BP

Each Uncoated Tablet contains:
Meloxicam BP 7.5 mg Excipients g.s

36 M

Approved
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24.

Each Uncoated Tablet contains:
Meloxicam Tablets BP Meloxicam BP 15 mg Excipients 36 M Approved
g.s.

25.

Each Hard Gelatin Capsule contains:
Fluoxetine Hydrochloride USP Eq.
Fluoxetine Capsules to Fluoxetine 20 mg  Excipients qg.s 36 M Approved

Approved colours used in Empty Hard

26.

Each Hard Gelatin Capsule Contains:
Mecobalamin USP 1500 mcg
Thiamine Mononitrate BP 10 mg
Pyridoxine Hydrochloride BP 3 mg
Folic Acid BP 1.5 mg & Alpha Lipoic 24 M To be applied
Acid USP 100 mg
Excipients... q.s.

Mecobalamine 1500 mcg + thiamine 10
mg
+ Pyridoxine H 3mg + Folic acid 1,5 mg +
Alpha lipoic acide 100 mg Capsules

Approved colours used in empty

27.

Composition:
Clotrimazole 1% Cream Clotrimazole BP... 2.0% w/w 36 M To be applied
Ointment Base... q.s.

28.

Composition:
Mupirocin 2% Cream Mupirocin BP... 2.0% w/w 36 M To be applied
Ointment Base..... Q.s.

29.

Each uncoated Dispersible Tablet
contains: Ondansetron Hydrochloride
usp 36 M Under process
Eg. to Ondansetron... 4mg
Excipients... g.s.

Ondansetron orally Disintegrating tablet
USP

30.

Each uncoated Tablet contains;:
Levocetirizine Dihydrochloride USP
Levocetirizine & Ambroxol Tablets 5 mg Ambroxol Hydrochloride BP 60 36 M Under process.

mg
Excipients..... g.s.

31.

Each uncoated Tablet contains;:
Nimesulide BP 100 mg Paracetamol
BP 325 mg
Excipients..... g.s.

Nimesulide & Paracetamol Tablets 36 M Under process
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