No. HFW-NZ(Drugs)/2022/ 2556
HEALTH AND FAMILY WELFARE DEPARTMENT
HIMACHAL PRADESH

To

M/s Titanes Pharma,

Village Bathu, Tehsil Haroli,

Distt. Una (H.P.)

Dated:  Dharamshala, the IB} 55/ 22
Subject: Approval of (_48 ) Additional products.

Refer to your letter no. Nil dated 11#4;;_ on the subject cited above.

Find enclosed herewith a list of (_ FORTY EIiGNT ) products duly approved by this

office and endorsed in your Drugs manufacturing License No. NNZ/2016/95 & BNZ/2016/96 & valid up
to 10.08.2026. You are directed to comply with the following conditions: -

01.

02.

03.

04.

0s.
06.
07.

08.
09.

10.

Encl: List, Pages

Total Products :( ""3 ) Only

Licensee shall comply with all the provisions under D & C Act & Rules & standards for
medicines as laid down under the Drugs and Cosmetics Rules, 1945.

Licensee shall comply with the provisions for manner of labeling of drugs as laid down under
Rule 94, 95, 96, 97, 102, 104, 104-A, 105, 105-A and 106 etc. of the Drugs and Cosmetics Rules.
1945.

Licensee shall maintain records as prescribed under schedule M. L & U of the Drugs and
Cosmetics Rulcs, 1945.

Licensee shall conduct periodical and accelerated stability studies for the drugs manufactured by
them for at least initial three consecutive batches, in order to ensure potency and quality of drug.
during its shelf life..In case of any deviation licensee shall withdraw the same from the market
under intimation to the office of the Drugs Licensing Authority.

Licensee shall, forthw'rt"th intimate. to'the Licensing Authority, in the event of any adverse reaction

" reported by the drug: -

Licensee shall make ne claim, except those prescr:bed in the pharmacopoeia and permission
issued by the Drugs Controller General of India. .

The licensee will comply with all the directions /guidelines /notifications issued by DCGI/GOI by
visiting website www.cdsco.gov.in.

The licensee will conduct BA/BE studies as per notification by Govt. of India wherever required.
The licensee will upload the information regarding, license/product license granted with portal
SUGAM (www.cdscoonline.gov.in)

If any, product approved and enclosed with the application falls under the category of banned
drugs as per time to time notifications /orders issued by Govt. of India, it will be treated as
cancelled.

. If any product approved and enclosed with the letter if found in contravention of any provisions

of Drugs & Cosmetics Act & Rules or contrary to the undertaking submitted by you. the product
will be liable for cancellation.

mmn&hramshala (H.P)
E-mail: ashishraina25@gmail.com



List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Generic Name & - . :
S.No Dosage Form Composition Spe. | Qty. Unit. | Reference
Each 115 ml CDBIRJJ(' 15800) = SENZYME
A - Fungal Diastase (1: 50 mg Mfd. by YL
01. Fungai Dl;st::.se & Pepsin Pepsin (1:3000) P 10 mg Pharma,
yrup In a flavoured syrupy base q.s. Village Katha,
Colour: Approved colour(s) used. Baddi, HP.
Each 10 ml contains:
Lycopene 10% 1000 meg
Niacinamide 1P 25 mg
Pvridoxine Hydrochloride IP 1.5 mg
Cyanocobalami 1P 1
Lycopene, Antioxidants, 2 COP 1 MCE | Lycopop
g 2 Folic Acid P 100 mcg Mfd. by YL
Multivitamin, ; r - ’
02. e Selenium (as Sodium Selinate) BP 35 meg Pharma,
Multimineral & Zine ; 3 .
Shipeonics Zinc (as Zinc Sulphate) [P 3 mg Village Katha,
Manganese (as Manganese Sulphate) usp 2 mg Baddi. HP.
lIodine (as Potassium lodide) 1P 100 meg
Copper (as Copper Sulphate) BP 500 meg
In a flavoured syrupy base q.s.
Colour: Approved colour(s) used. i
Each 15 ml contains:
L-Lysine Hydrochloride USP 50 mg
Thiamine Mononitrate IP 2.5 mg Sencare
Multivitamin, Riboflavin P 25 mg Multivitamin
Multimineral and Pyridoxine Hydrochloride IP [ mg S
03. e S . Mfd. by YL
Antioxidants with Zine | Cyanocobalamin 1P 2.5 meg Pharbe.
Syrup Niacinamide IP 25 mg Village Katha,
Calcium D-Panthenol IP 2.5 mg Baddi, HP.
In a flavoured syrupy base q.s
Colour: Approved colour(s) used.
Each 15 ml contains:
L-Lysine Hydrochloride USP 50 mg
Thiamine Monohydrate IP 2 mg o
: Riboflavin IP 2.5 mg | MULTIRIL-L
B-Complex. Niacinamide, Ry : Mfd. by YL
04. | D-Panthenol & L-Lysine PC’ “d""mb;lﬂy Qedctiloride - 2‘ 22 Phama
Syrup yanoco : amin . MCEB | village Katha,
Niacinamide IP 25 mg Baddi, HP.
Calcium D-Panthenol IP 2.5 mg
In a flavoured svrupy base q.s.
Colour: Approved colour(s) used.
Each 5 ml contains; ;
Nescop
D::t;om:tho::ﬁhan Dextromethorphan Hydrobromide 1P 5 mg L-mmll:e
Chly “; m::n'i}:: Chlorpheniramine Maleate IP ] mg Mfd. by Aegle
0s. OUPRERS . Ammonium Chloride P 50 mg Healthcare,
Maleate, Ammonium ; z Vill
[ - Guaiphenesin P 50 me tlage
Chloride & Guaiphenesin =—1  Manpura
Syrup Flavoured syrup base q.s. Baddi Hl;
Colour: Approved colour(s) used. B}
Each 5 ml contains: Sencitral Plus
o6 Disodium Hydrogen Disodium Hydrogen Citrate BP | 0.335 gm g bl
Citrate Syrup Flavoured syrup base q.s. Village Manpura,
Colour: Approved colour(s) used. a Baddi, HP

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Te!, No. 01892-224874




List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.

Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Generic Name & i ;
S.No Dosage Form Composition Spe. | Qty. Unit. | Reference
Each 5 ml contains:
: ChestCold
Paracetamt_:l, Paracetamol IP 125 mg Mfd. by Aegle
FRsnyimlizine Phenylephrine Hydrochlori P 2.5 he
07. Hydrochloride & enylep e Hydrochloride : mg Hea??lhtarc.
B " Cetirizine Hydrochloride P 25 mg Village
Cetirizine Hydrochloride M
Susteaton In a Flavoured Syrupy Base q.s. SRS,
pe Colour: Approved colour(s) used. Bados, HP'___
Each 5 ml contains:
h old DS
Paracetamol, Paracetaniol IP 250 mg Mfd. by Aegle
Phenylephrine : : :
: Phenylephrine Hydrochloride IP 5 mg Healthcare,
08. Hydrochloride & B . o
e : Cetirizine Hydrochloride IP 2.5 mg Village
Cetirizine Hydrochloride M
Suspension In a Flavoured Syrupy Base 5. Anpura,
Colour: Approved colour(s) used. Qadai, BP.
Each 15 ml contains: )
Calcium Carbonate IP 625 mg S%&L
Calcium Carbonate & (eq. to elemental Calcium 250 mg) ot
09. 3 R i Pharma,
Vitamin D3 Suspension Vitamin D3 IP 125 LA Village Katha,
Flavoured Syrupy Base q.s. Baddi, HP,
Colour: Approved colour(s) used.
Eﬂch 10 ml ?O.Iltalnsi - SENGEL
Dried Aluminium Dried Aluminium Hydroxide Gel 1P 200 mg Mfd. by Aegle
10 Hydroxide, Magnesium Magnesium Hydroxide 1P 200 mg Healtheare,
* | Hydroxide & Simethicone | Simethicone 1P 25 mg Village
Oral Suspension In a flavoured Suspension base q.s. Manpura,
Colour: Approved colour(s) used. Baddi, HP.
Each 5 ml contains: Ocin-0Z
Ofloxaci IP 50 m Mfd. by
Ofloxacin, Ornidazole & anein £ Quixotic
X Ormnidazole IP 125 mg
Il Racecadotril Oral : Healthcare,
Racecadotril IP 15 mg 8 -
Suspension 8-A, EPIP
Flavoured svrupy base q.s. Phase-11,
Colour: Approved colour(s) used. Baddi, HP.
Each 5 ml contains:
Ofloxacin P 50 mg Offozen-M
. . Mfd. by Aegle
Ofloxacin and Metronidazole Benzoate IP Health
12. Metronidazole with eq. to Metronidazole 120 mg | e\:fi”:;;e‘
Simethicone Suspension Simethicone 1P 10 mg | Manpura,
In a flavoured syrup base q.5. Baddi, HP.
Colour: Approved colour(s) used.
Each uncoated bilayerd tablet contains:
Teneligliptin Hydrobromide Hydrate JP
Teneligliptin & Metformin | Eq. to Teneligliptin 20 mg DCGI
13. (Extended Release) Metformin Hydrochloride P 500 mg Release
Tablets (As Extended Release) 05.01.16
Excipients q.s.
Colour; Approved colour(s) used.
" Each uncoated tablet contains: IP2018
14. Motiplpredainsiany Methylprednisolone IP 4 mg Vol-11
Tablets IP T s
Excipients q.s. Pg. 2573

Distt, Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874



List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

S.No G;)l:)e;:;eN;::;& Composition Spe. | Qty. Unit. | Reference
. Each uncoated tablet contains: IP2018
15. Methyiprednionions Methylprednisolone P mg Vol-II
Tablets IP e
Excipients q.s. Pg. 2573
Each film coated tablet contains: (P 2018
16. Linezolid Tables IF  ponoeoit s e Vol-II
Excipients q.5. Pg. 2445
Colour: Approved colour(s) used.
Each uncoated tablet contains:
Paracetamol, Cetirizine & Ditscetaiiol & 343 e r%imﬁ_
A s Cetirizine Dihydrochloride IP 5 mg sl
e S Phenylephrine Hydrochloride 1P 5 mg ‘ e,
Hydrochloride Tablets = 2 Village Katha,
xcipients L Q.5. Baddi. HP.
Colour: Approved colour(s) used.
Each uncoated tablel contains: DICPAM
Diclofenac Sodium & Diclofenac Sodium 1P 50 mg Mfd. by YL
18. Paracetamol Tablets Pa.ra'c?tamol IP 325 mg Vili;l:::nz; -
Excipients q.s. Baddi. HP,
Each uncoated tablet contains: MEFUSPAS
Mefenamic Acid and Mefenamic Acid P 250 mg Mfd. by Kanha
19. Dicyclomine Dicyclomine Hydrochloride P 20 me Biogenetic,
Hydrochloride Fablets Excipients q.s. Jharmajri,
Colour: Approved colour(s) used. Baddi, HP.
Each film coated tablet contains: 1P 2018
20 Cetirizine Hydrochloride | Cetirizine Hydrochloride IP 10 mg v -l-l I
g e 0
Tablets IP 10 mg Excipients q.5. Po. 1561
Colour: Approved colour(s) used. &
Each uncoated dispersible tablet contains: torol-
2 Ketorolac Tromethamine | Ketorolac Tromethamine IP 10 mg | M:i d:i I\)‘
1 Dispersible Tablets 10 mg | Excipients g.s. b alarttaries Lk
Colour: Approved colour(s) used. Baddi, HP
Each film coated tablet contains:
Aceclofenac and Achlofen?c = £ 109 e DCGI
22, Thiocolchicoside Tablets T‘hnc?cfalchicoslde IP R mg | Release
Excipients q.5. 11.08.2009
Colour: Approved colour(s) used.
Each film coated tablet contains:
Calcium Carbonate IP 1250 mg
2 Calihata s Vikada DS (ﬁ’Ofn an Organic Source Oys.ter Shell) IP 2018
3. Tablets IP eqluwa‘le-m to Elemental Calcium 500 mg Vol-11
Vitamin D3 IP 250 U Pg. 1466
Excipients q.s.
Colour: Approved colour(s) used.
Each film coated tablet contains:
Levofloxacin Hemihydrate IP IP2018
24, Levofloxacin Tablets [P equivalent to Levofloxacin 500 mg Vol-II
Excipients q.s. Pg. 2426
Colour: Approved colour(s) used.

Distt. Kangra at®Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874




List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

S.No Generic Name & Composition Spe. | Qty. Unit. | Reference
Dosage Form
Each uncoated tablet contains: IP2018
25 Paracetamol Tablets IP Paracetamol 1P 500 mg, Vol-111
Excipients q.s. Pg. 2858
Each uncoated chewable tablet contains:
Albendazole P | 400 | mg B 014
26. Albendazole Tablets IP — = Vol-11
Excipients qQ.5. Pa. 1170
Colour: Approved colour(s) used. &
Each film coated tablet contains:
: Sildenafil Citrate P IP2018
23, Stldenaiiil’(;:}t;ztle Ashion equivalent to Sildenafil 100 mg Vol-III
g Excipients g.s. Pg. 3190
Colour: Approved colour(s) used.
Each film coated tablet contains:
Atorvastatin Calcium P 1P 2018
28 Atorvastatin and equivalent to Atorvastatin 10 mg Vol
A Fenofibrate Tablets IP | Fenofibrate P 160 mg i
— Pg. 1289
Excipients q.5.
Colour: Approved colour(s) used.
Each enteric coated tablet contains:
Pantoprazole Sodium 1P DCGI
Pantoprazole Sodium and | equivalent to Pantoprazole 40 mg
29, : Release
Domperidone Tablets Domperidone 1 10 mg
F 17.07.2015
Excipients q.s.
Colour: Approved colour(s) used.
Each film coated tablet contains: 1P 2018
30 Norfloxacin Tablets IP Norfloxacin IP 400 mg Vol-IIl
: 400 mg Excipients q.s. Pg. 2750
Colour: Approved colour(s) used. 2.
Each uncoated tablet contains: ;
: : Diclofenac Potassium BP 50 mg Clagesic MR
Diclofenac Potassium, Mfd. by YL
Paracetamol B 325 mg
31 Paracetamol & Chl e USP 350 . Pharma,
Chlorzoxazone Tablets QLN = M Village Katha,
Excipients q.5. Baddi, HP.
Colour: Approved colour(s) used.
Each hard gelatin capsule contains:
Omeprazole [P 20 mg IP 2018
3 Omeprazole and (As enteric coated pellets) Vohi i
* | Domperidone Capsules IP | Domperiodne IP 10 mg Pg ?'78 :
Excipients qQ.s. 8.2
Approved colours used in empty capsule shells & pellets.
Each hard gelatin capsule contains:
Carbonyl Iron
2 equivalent to Elemental Iron 100 mg
Cantiay] Som; Zm? Zinc Sulphate Monohydrate P 61.8 mg o
33. Sulphate & Folic Acid g ; Release
Coniidis equivalent to Elemental Zinc 22.5 me_| 19072015
o Folic Acid IP 1.5 mg S
Excipients q.s.
Approved colours used in empty capsule shells.

Distt, Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874




List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

. N = - [
S.No Generic Xame: & Composition Spe. | Qty. Unit. | Reference
Dosage Form
Each 5 ml contains:
Diphenhydramine Diphenhydramine Hydrochloride 1P mg
Hydrochloride, Ammonium Chloride 1P % mg DCGI
34, Ammonium Chloride, Sodium Citrate IP mg Release
Sodium Citrate & Menthol | Menthol 1P 1.14 mg 17.07.2015
Syrup In a flavoured syrupy base q.s.
Colour: Approved colour(s) used.
Each uncoated tablet contains:
Caleium Carbonate IP 1250 mg
- : : (from an Organic Source Oyster Shell) IP2018
35, C""'““,'}:;l‘i: o D3 | oquivalent to Elemental Calcium 500 mg Vol-II
Vitamin D3 1P 250 U Pg. 1466
Excipients q.s.
Colour: Approved colour(s) used.
Each film coated tablet contains:
D' I tas 1 P ¥ .Fh_r“.aﬂl—x
Diclofenac Potassium, T T B o me__ Mfd. by
Paracetamol IP 325 mg =
36. Paracetamol & Chl i USP 250 Innova Captab,
Chlorzoxazone Tablets r'Jr?ox - Mg | Jharmajri,
Excipients q.5. Baddi, HP.
Colour: Approved colour(s) used.
e Bceall Each 5 ml contains:
BRITDM SO an Dextromethorphan Hydrobromide P 10 mg DCGI
Hydrobromide and e
37. ; Chlorpheniramine Maleate 1P 4 mg Release
Chlorpheniramine
NMsleate Svra In a flavoured syrupy base q.5. 08.06.2016
X Colour: Approved colour(s) used.
Each film coated tablet contains: DCGI
38, | Rifaximin Tablets $80mg |oomnimin ner | 550 | mg Release
Excipients qQ.5. 18.08.11
Colour: Approved colour(s) used. -
Each uncoated tablet contains:
Folic Acid T me i
39. | Folic Acid Tablets IP § mg = Vol-1l
Excipients q.s. Pa 2121
Colour: Approved colour(s) used. &
Each film coated tablel contains:
: Atorvastatin Calcium P IP2018
40. At°””';:;'::ablm » equivalent to Atorvastatin 20 mg Vol-11
& Excipients q.s. Pg. 1287
Colour: Approved colour(s) used.
Each 15 ml contains:
Ferric Ammonium Citrate P
ui t to El tal Ir 50
Ferric Ammonium Citrate, sqifyeien .emen ot e DCGI
. : Cyanocobalamin [P 7.5 mecg
41. Cyanocobalamin, Folic : 7 Release
AGEE D Syrwp o o I Mg | 7072015
Zinc Sulphate Monohydrate 1P 7.0 mg
In a flavoured syrupy base Q.5.
Colour: Approved colour(s) used.

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874




List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

S.No G:)I:)e;;;:;;lrﬁi& Composition Spe. | Qty. Unit. | Reference
Each enteric coated tablet contains:
Bisacody! IP 5 mg [ ”,,20 18
42, Bisacodyl Tablets IP S mg = - Vol-11
Excipients _ Q.5. Pg. 1390
Colour: Approved colour(s) used.
Each uncoated tablet contains:
Riboflavin 1P 10 mg ORAKEL
Ri : ; i Folic Acid IP 1.5 mg Mfd. by Sama
iboflavin, Folic Acid, i ; :
6. | Nisciosuside with Lactie |oaineside ! = mg Do,
2 s 1IRI . illion Swarghat
Acid Bacillus Tablets Lactic Acid Bacillus 60 - Road
spores s
Excipients Q.. Naiag.arh. HP,
Colour: Approved colour(s) used.
Each 15 ml contains:
Cholecalciferol (as Stabilized) IP 200 IU
Pyridoxine Hydrochloride IP 1 mg |
Niacinamide IP 15 mg |
Cyanocobalamin P 1 mcg
Zine (as Zinc Gluconate USP) 3 mg |
B-Carotene dispersion 2.5% 38 mg |
Manganese 0.8 mg
Muitivitamins, (1:: Manganese Chloride Tetrahydrate USP) Mfd. by Aegle
Multiminerals and oly bd_enum ! 8 mcg Heal theare,
44, ; : (as Sodium Molybdate Dihydrate BP) Village
Antioxidants with Zinc - ;
Seinikion Selenium (as Sodium Selenate) 10 meg Manpura,
pe Lysine Hydrochloride 30 mg Baddi, HP.
lodine (as Potassium lodide IP) 50 mcg
Biotin UspP 10 meg
Chromium 10 meg
(as Chromium Chloride Hexahydrate USP)
Inositol 10 me
Excipients q.s.
In a Flavoured suspension base
Colour: Approved colour(s) used.
Each film coated tablet contains: NORMI-TZ
Norfloxacin and Norfloxacin IP 200 mg Mfd. by YL
45. Tinidazole Tablets Tinidazole IP 300 mg Pharma,
Excipients q.s. Village Katha,
Colour: Approved colour(s) used. Baddi. HP.
Each film coated tablet contains:
- Ranitidine Hydrochloride P IP2018
) | Sese Tablets P | 5ot Raiidine 150 | mg | Vol
e Excipients q.s. Pg. 3098
Colour: Approved colour(s) used.
Each film coated tablet contains:
- Ranitidine Hydrochloride IP IP 2018
47, “““"“’;‘; TabletsIP | £/ (o Ranitidine 300 me Vol-11l
e Excipients a.s. Pg. 3098
Colour: Approved colour(s) used.

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmai.com
Tel. No. 01892-224874




List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

ric Nam i ;
S.No b i o Composition Spe. | Qty. Unit. | Reference
Dosage Form :
Each uncoated tablet contains: ' -
[buprofen IP 400 z IP2018
Ibuprofen and P = mg
48. Parectamol 1P 325 | mg Vol-Il
Paracetamol Tablets IP = et T e e
Excipients g.s. | Pg. 2266

Colour: Approved colour(s) used.

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. ivi. 01892-224874



No. HFW-NZ(Drugs)/2022/2334
HEALTH AND FAMILY WELFARE DEPARTMENT

HIMACHAL PRADESH
To
\/Nﬁs Titanes Pharma,
Village Bathu, Tehsil Haroli,
Distt. Una (H.P.)
Dated:  Dharamshala, the 12-)07 J 22
Subject: Approval of (_2.5 ) Additional products.

Refer to your letter no. Nil dated !9_.);31‘[ 22— on the subject cited above.

Find enclosed herewith a list of (_TWENTY FIVE ) products duly approved by this

office and endorsed in your Drugs manufacturing License No. NNZ/2016/95 & BNZ/2016/96 & valid up
to 10.08.2026. You are directed to comply with the following conditions: -

01.

02.

03.

05,
06.
07.

08.
. The licensee will upload the information regarding, license/product license granted with portal

10
1.

Encl: List, Pages

Total Products :(_2.5 ) Only

Licensee shall comply with all the provisions under D & C Act & Rules & standards for
medicines as laid down under the Drugs and Cosmetics Rules, 1945.

Licensee shall comply with the provisions for manner of labeling of drugs as laid down under
Rule 94, 95, 96, 97, 102, 104, 104-A, 105, 105-A and 106 etc. of the Drugs and Cosmetics Rules.
1945.

Licensee shall maintain records as prescribed under schedule M. L. & U of the Drugs and
Cosmetics Rules, 1945,

. Licensee shall conduct periodical and accelerated stability studies for the drugs manufactured by

them for at least initial three consecutive batches. in order to ensure potency and quality of drug.
during its shelf life. In case of any deviation licensee shall withdraw the same from the market
under intimation to the office of the Drugs Licensing Authority.

Licensee shall, forthwith intimate to the Licensing Authority, in the event of any adverse reaction
reported by the drug,

Licensee shall make no claim, except those prescribed in the pharmacopoeia and permission
issued by the Drugs Controller General of India.

The licensee will comply with all the directions /guidelines /notifications issued by DCGI/GOI by
visiting website www.cdsco.gov.in.

The licensee will conduct BA/BE studies as per notification by Govt. of India wherever required.

SUGAM (www.cdscoonline.gov.in)

If any, product approved and enclosed with the application falls under the category of banned
drugs as per time to time notifications /orders issued by Govt. of India. it will be treated as
cancelled.

If any product approved and enclosed with the letter if found in contravention of any provisions
of Drugs & Cosmetics Act & Rules or contrary to the undertaking submitted by you, the product
will be liable for cancellation.

O/o Chief Medical Officer
Distt. Kangra at Dharamshala (H.P)
E-mail: ashishraina2S@gmail.com

Asstt. Drugs Controtier Cum

Drug Lizensing Authority

Olo Chief NMadical Officer

Distt. Kzngia at Dharamshala (H.P )
E-mail: asnishraina25gmail.com
Tel, No. 01892-224874



List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

iNo. GB‘;:;N;:;:“& Composition Spe. _ Qt\_ 4 Unit b ; Ref. a
Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP IP2018
01. Sitagliptin Tablets IP 25 mg | Equivalent to Sitagliptin 25 mg | Vol-llI
Excipients N sgEaaices S0 T | R 3199
Colour: Approved colour(s) used, '
Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate 1P IP2018
02. Sitagliptin Tablets IP 50 mg | Equivalent to Sitagliptin 50 mg Vol-111
Excipients q.s. Pg. 3199
Colour: Approved colour(s) used. =
Each film coated tablet contains: i _
Sitagliptin Phosphate Monohydrate P IP2018
03. Sitagliptin Tablets IP 100 mg | Equivalent to Sitagliptin 100 mg Vol-111
Excipients q.s. Pg. 3199
Colour: Approved colour(s) used. 1= w0 7 e
Each film coated tablet contains:
. X d Vildagliptin IP 50 m DCGI
04. Vll;agllptm W) Matiaviah Metfogl"min Hydrochloride IP 500 mi__ Release
vdrochloride Tablets o i
Excipients q.s. 22.10.13
Colour: Approved colour(s) used.
Each film coated tablet contains: oL ) AR
Sitagliptin Phosphate Monohydrate IP DCGI
05 Sitagliptin and Metformin Equivalent to Sitagliptin 50 mg et
- Hydrochloride Tablets Metformin Hydrochloride P 500 mg 28 04‘ 08
Excipients q.s. i
Colour: Approved colour(s) used.
Griscolulvin Tables I~ | Snoasxcd tsblet contain: . Loz
06. 250 mg Gns‘e(.)ful\rm 1P 250 mg Vol-11
Excipients s 7 | Pg. 2196
Each hard gelatin capsule contains:
Methylecobalamin P 1500 meg
Methylcobalamin, Alpha "0 ioic Acid USP | 100 mg DCGI
07. Lipose Ac-id, Pyndt!lme. Pyridoxine Hydrochloride 1P 3 mg Release
Hydrochloride & Folic Acid ; - : 16.07.15
Capsules FO[IF: f&md 1P 1.5 mg 07.
| Excipients qQ.s.
Approved colours used in empty hard gelatin capsule shells.
Each hard gelatin capsule contains:
Doxycyclinc Hydrochloride P MG bt
» Doxyeyeline & Lactic Asid Equivalent to Doxycycline 100 mg | .}l"m"_“'?fm
8 3 : ; million | Pharmaceun-
Bacillus Capsules Lactic Acid Bacillus 60 spores | ¢als. Huddi
Tog Salan, 1P
Excipients q.5.
Approved colours used in empty hard gelatin capsule shells. 1 'S
Each film coated tablet contains: Mfd. by
Nortriptyline Hydrochloride 1P Innova
09 Nortriptyline & Pregabalin | Equivalent to Nortriptyline 10 | mg Captab
¥ Tablets Pregabalin 1P 75 | mg Lid.,
Excipients g6 | L Baddi.
Colour: Approved colour(s) used. Solan, HP,

Distt, Kangra at Dharamshala (H.P )
E-mail: asmsnraina25gmail.com
Tel. No. 01892-224874



List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Generic Name &

S.No. Dosage Form Composition Spe. Oty. Unit ! : Ref. A
Each uncoated tablet contains:
Nimesulide BP 100 mg .
; " i ' : o - = MId b
Nuuf:sullde, Cetl.rmue Cetirizine Dihydrochloride IP 5 me Bontih '\.m
Dihydrochloride, = - = s
10. § i Phenylephrine Hydrochloride P 10 mg | Pharmaceuti-
Phenylephrine Hydrochloride Caffeine (Anhvd P 30 cals. Buddi.
& Caffeine Tablets geie (Anfydrous) = : R L Solan, HP
Excipients q.5.
Colour: Approved colour(s) used.
Each film coated tablet contains: L BRI
Etoricoxth & Thiveolehicoside |ooncotlt__ P o0 . mg pea
Thiocolchicoside IP 4 mg Release
Tablets =
Excipients ] as A i B0 T
Colour: Approved colour(s) used.
Each uncoated tablet contains: e
- . Guaiphenesin P 50 | mge .
Guanpﬁeu:lesin],ﬂﬂ:?:thexme Bromhexine Hydrochloride IR 4 ‘mg mtd' by
RO Chlorpheniramine Maleate 1P 4 my e
12. Chlorpheniramine Maleate, Phisnvienheine Hydrochloride M r . Pharma,
Phenylephrine Hydrochloride ?mcy L 1 : L T 3"2 3 £ Kasauli,
& Paracetamol Tablets ACEIAMO = L Solan. HP.
Excipients q.s.
Colour: Approved colour(s) used.
Each uncoated tablet contains: SREREE | ] SS=h
i i 25 ) :
Mefenamic Acid, Dicyclomine Bdiecfe;:::;:;ld Srochloride :E I[? :_:"—: N.“d by Park
13. | Hydrochloride & Paracetamol Y X - = ARG
Paracetamol 1P 325 mg wcals, Baddi,
Tablets =t Solan, 1P
Excipients q.5- 1
Colour: Approved colour(s) used.
Each uncoated tablet contains: o AL L]
D . Diclofenac Potassium BP 50 mg MIU. by
iclofenac Potas;sll.u.n, Bt ol P 325 ng Lol
Paracetamol, Cetirizine S : Pharmaceut-
14. A ; Cetirizine Hydrochloride 1P ) mg " 3
Hydrochloride & Magnesium M o Trisil; T 00 : icals India
Trisilicate Tablets B o B 100 | mg | iad. Paonts
Excipients S AT | Sahb. 1P
Colour: Approved colour(s) used. e uEg | s |
Each 15 ml contains:
Lactulose Concentrate USP USP 39
X5, Lactulose Solution USP Eq. to Lactulose 10 am Vol-111
Flavoured syrupy base 35 1) gew 4 " F PR 3478
Colour: Approved colour(s) used.
Each uncoated tablet contains:
Dicyclomine Hydrochloride Dicysiotite Hydrochlonde = ASh R . D{“(’_I
16. and Paracetamol Tabléts Paracetamol P 500 mg Release
Flavoured syrupy base q.s. 16.09.15
Colour: Approved colour(s) used. Bl | aii=
Each uncoated tablet contains: Mfd. by
Nimesulide, Phenylephrine | Nimesulide BP 100 me Mefro
17 Hydrochloride and Phenylephrine Hydrochloride P 5 mg | Organic
5 Levocetirizine Levocetirizine Dihydrochloride 1P 5 my Lid.,
Dihydrochloride Tablets Flavoured syrupy base I q.s. | Tahliwal,
Colour: Approved colour(s) used. i Una, HP.
¢
(/

Olo Chiaf faed
Distt. Kangra at Dharamshala (H.P)
E-mail:; asnishraina25gmail.com

Tel. No, 01892-224874

o

Drug -Llceni
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List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Generic Name &

S.No. Deisage Form Composition Spe. | Quy. : Unit Ref. |
Each ml contains:
Levosalbutamol Sulghate; I:vosalbutamo] Sulphgte IP 0.25 mg Mid by
) mbroxol Hvdrochloride 1P 7.5 mg Kaizen
18, Ambroxol Hydrochloride & s P 5 = i
Guaiphenesin Drops PRCREST % ME_ s, Baddi, HP
In a Flavoured Base q.s. :
Colour: Approved colour(s) used.
Each 5 ml contains:
Ambroxol Hydrochloride IP 15 mg
Ambroxol Hydrochloride, Guaiphenesin [P 50 mg DCGI
19. Guaiphenesin, Terbutaline | Terbutaline Sulphate IP 1.25 mg Release
Sulphate & Menthol Syrup | Menthol IP 0.5 mg 13.10.16
In a Flavoured Syrupy Base q.s.
Colour: Approved colour(s) used. R
Each 5 ml contains: <
20 Levocetirizine Hydrochloride | Levocetirizine Hydrochloride 1P 25 mg RDL ol
5 == elease
Syrup In a Flavoured Syrupy Base is: 26.09.07
Colour: Approved colour(s) used. Bt
Each uncoated tablet contains: e | 1P 2018
1 Cyproheptadine Cyproheptadine Hydrochloride (Anhydrous) P 4 mg Vol-II
; Hydrochloride Tablets IP Excipient =
ydrochloride Table Xcipients q.s. Pe. 1731
Colour: Approved colour(s) used. =
Each uncoated tablet contains:
Paracetamol 1P 325 mg Mfd. by
Paracetamol, Phenylephrine | Phenylephrine Hydrochloride 1P 5 | mg Admed
22. Hydrochloride, Caffeine & Caffeine (Anhydrous) 1P 30 mg Pharma
Diphenhydramine Tablets Diphenhydramine Hydrochloride 1P 25 mg Pvt. Lid.,
Excipients g.s. Baddi, HP.
Colour: Approved colour(s) used.
Each uncoated tablet contains:
Aceclofenac [ 1P 100 _j my ]
I « Mfd. by |
Aceclofenac, Paracetamol, | Paracetamol IP 325 mg foctini |
23 Phenylephrine Hydrochloride, | Phenylephrine Hydrochloride P 5 mg I-i;;lthcare __.
i Cetirizine Hydrochloride & | Cetirizine Hydrochloride [P 10 mg Ltd
Caffeine Tablets Caffeine (Anhydrous) P 25 mg Beddi 7
= addi, HP.
Excipients q:s.
Colour: Approved colour(s) used. "
Each uncoated chewable tablet contains: Mid. by
2. Cholecalciferol Chewable Cholecalciferol (Vitamin D3) IP | 60,000 U Aristo _
Tablets Excipients q.s. Pharmaceutic-
Colour: Approved colour(s) used. als, Baddi, HP
Each uncoated tablet contains:
Nimesulide BP 100 mg Mfd. by
Nimesulide, Paracetamol, Paracetamol 1P 325 mg Admed
25, Phenylephrine Hydrochloride | Phenylephrine Hydrochloride 1P 10 mg Pharma
& Caffeine Tablets Caffeine (Anhydrous) IP 25 mg Pvt. Ltd.,
Excipients q.5. Baddi, HP.

Colour: Approved colour(s) used.

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina28gmail.com
Tel. No. 01892-224874




No. HFW-NZ(Drugs)/2022/ 2933
HEALTH AND FAMILY WELFARE DEPARTMENT

HIMACHAL PRADESH
To
M/s Titanes Pharma,
Village Bathu, Tehsil Haroli,
Distt. Una (H.P.)
Dated:  Dharamshala, the /) } 08 ) 22.
Subject: Approval of ( 0&) Additional products.

Refer to your letter no. py)|  dated ) J BQJIL on the subject cited above.

Find enclosed herewith a list of ( EIGHT ) additional products duly approved

by this office and endorsed in your Drugs manufacturing License No. NNZ/2016/95 & BNZ/2016/96 &
retained up to 10.08.2026. You are directed to comply with the following conditions: -

01.
02.
03.

04.

05.

07.

08.
09.

10.
11.

Encl: List, Pages

Total Products :( O %) Only

Licensee shall comply with all the provisions under D & C Act & Rules & standards for medicines
as laid down under the Drugs and Cosmetics Rules, 1945.

Licensee shall comply with the provisions for manner of labeling of drugs as laid down under Rule
94, 95, 96, 97, 102, 104, 104-A, 105, 105-A and 106 etc. of the Drugs and Cosmetics Rules, 1945.
Licensee shall maintain records as prescribed under schedule M. L & U of the Drugs and Cosmetics
Rules, 1945.

Licensee shall conduct periodical and accelerated stability studies for the drugs manufactured by
them for at least initial three consecutive batches, in order to ensure potency and quality of drug,
during its shelf life. In case of any deviation licensee shall withdraw the same from the market
under intimation to the office of the Drugs Licensing Authority.

Licensee shall, forthwith intimate to the Licensing Authority, in the event of any adverse reaction
reported by the drug.

. Licensee shall make no claim, except those prescribed in the pharmacopoeia and permission issued

by the Drugs Controller General of India.
The licensee will comply with all the directions /guidelines /notifications issued by DCGI/GOI by
visiting website www.cdsco.gov.in.

The licensee will conduct BA/BE studies as per notification by Govt. of India wherever required.
The licensee will upload the information regarding, license/product license granted with portal
SUGAM (www.cdscoonline.gov.in)

If any, product approved and enclosed with the application falls under the category of banned drugs
as per time to time notifications /orders issued by Govt. of India, it will be treated as cancelled.

If any product approved and enclosed with the letter if found in contravention of any provisions of
Drugs & Cosmetics Act & Rules or contrary to the undertaking submitted by you, the product will
be liable for cancellation.

Asstt. Drugs Cogtroller Cum

Drugs Licensing Authority

O/o Chief Medical Officer

Distt. Kangra at Dharamshala (H.P)
E-mail: ashishraina25@gmail.com
Asstt. Drugs Controller Cum

Drug Licensing Authority

O/o Chief Medical Officer

Distt. Kangra at Dharamshala (H.P)

E-mail. ashishraina25gmail.com
Tel. Nu. 01892-224874



List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, Distt. Una (H.P.) Having Licenses Nos. Form 25: NNZ/2016/95 &
Form 28: BNZ/2016/96 Valid Up to 10.08.2026.
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

S.No. G;';':;f;:‘r:l& Composition Spe. | Qty. | Unit| Ref.
Each uncoated tablet contains:
3 Paracetamol IP 325 m, Maclowin
aracetamol, Phenylephrine - "phenylephrine Hydrochloride P | 5 mi ol
= ydrochloride, Guaiphenesin, " ;0. ooy IP 50 mg | Mfd by
. Ambroxol Hydrochloride & ; Hims
Cetirizine Dihydrochloride Mb fo.xol H.y drochlonc!e = = mg Labmaga_r
Tablets Cetirizine Dihydrochloride IP 3 mg | T é‘;’;ﬂ”
Excipients q.s. Amb, HP.
Colour: Approved colour(s) used.
Each film coated tablet contains:
: Erythromycin Stearate P 1P 2018
02. Er%‘l:brloezmg;e;?te equivalent to Erythromycin 250 mg | Vol-I
Excipients q.s. Pg. 1974
Colour: Approved colour(s) used.
5 | Mid. by
Medking
2 Dapoxefine & Sildenafil ERE B
: Tablets - 50 - Sciences,
= £ | Kala Amb,
/ Excipients q.s. HP
b Colour: Approved colour(s) used. ’
Each uncoated tablet contains: Mfd. by
Diclofenac Potassium, Diclofenac Potassium BP 50 mg | Siking
Paracetamol, Chlorzoxazone Sessccunct = = Mg Life
" & Magnesi'nm Trisilicate Chiozoxazons L A, ME | Sciences
Tablets Magnesium Trisilicate P 100 mg | Kala Aml;
Excipients q.s. HP i
Colour: Approved colour(s) used, '
Each 5 ml contains: IP 2018
Cetirizine Hydrochloride IP 5 m,
05. Cetirizine Syrup IP s i = B Pw}l;;l
Colour: Approved colour(s) used. &
= Each 5 ml oral suspension contains: DCGI
06. W— mns""’“ Bacillus clausii spores 2 [ billions | Release
Purified Water 1P q.s 28-01-2005
Each film coated tablet contains:
Ofloxacin 1P 200 m DCGI
07. | OfioxacinsndSatranidazole | Satranidazole P_|_300 mﬁ: Release
= Excipients g.s. 18/10/2007
Colour: Approved colo used.
Each film coated contains: Mfd. by
Tadalafil P /Ig/' mg | Systole
08. fil & Dapoxetine i oride P Remedies
Tablets ent to Dapoxetine 411 30 | mg| P,
- Excipients g.s. Kala Amb,
/ Colour: Approved colour(s) used” HP.

icensing
glﬂ Chief Med
istt. Kangra at Dharamshala
: H.P
E-maii: ashishraina259mall.cor(n )
Tel. No. 01892-224874



List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, tehsil Haroli, Distt. Una (H.P.) Having Licenses Nos. Form 25: NNZ/2016/95 &
Form 28: BNZ/2016/96 Valid Up to 10.08.2026.
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Generic Name & .. "
S.No. Dosage Form Composition Spe. | Qty. | Unit Ref.
Each film coated tablet contains: P 2018
09 Tranexamic Acid Tablets IP | Tranexamic Acid IP | 250 | mg | o
: 250 mg Excipients q.s. P 3417
Colour: Approved colour(s) used. &
Each film coated tablet contains:
J ' Tranexamic Acid IP 500 mg DCGI
10, |  Tranexamic Acqend, [ Mefenamic Acid P | 250 | mg | Release
— . Excipients q.s. 13.10.2016
Colour: Approved colour(s) used.

Sssn. Drugs
rug Licensin thori
Olo Chief Medgical omct:r

Disn.’Kangra at Dharamshala (H.P)
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874



No. HFW-NZ(Drugs)/2022/
Health & Family Welfare Department H.P.
Drugs Control Administration HP,
Office of Asstt. Drugs Controller-Cum Licensing Authority,
CMO’s Office Complex, Dharmshala — 176 215, Kangra, H.P.

To
The Drugs Inspector,
Una, Distt. Una, HP

Dated: Dharamshala, the

Subject: Inspection of M/s Titanes Pharma Village Bathu, Tehsil Haroli, Distt. Una,
Himachal Pradesh for the grant of GMP certificate.

Memo:-

This office is in receipt of the application for the grant of GMP Certificate of the
firm as stated in the subject.

You are required to carry out inspection in order to ensure operational compliance
to revised Schedule M of the Drugs and Cosmetics Rules 1945 and submit detailed report. So
that further action in the matter can be taken accordingly.

sd —

Asstt. Drugs Controller Cum-

Drugs Licensing Authority

O/o the Chief Medical Officer,

Distt. Kangra, at Dharmshala (H.P.)-176215
E-mail: ashishraina25@gmail.com

No. HFW-NZ(Drugs)/2022/ 3370 Dharmshala, dated the 02-01-202.3

s Titanes Pharma Village Bathu, Tehsil Haroli, Distt. Una, Himachal Pradesh for
information with instructions to keep the premises ready for inspection.

’?/?3.-

Asstt, Drugs C ller/Cum-
Drugs Licensing Authority
O/o the Chief Medical Officer,

Distt. Kangra, at Dharmshala (H.P.)-176215
E-mail: ashishraina25@gmail.com



Health & Family Welfare Department H.P.
Drugs Control Administration HP,
Office of Asstt. Drugs Controller Cum-
Drugs Licensing Authority, CMO’s Office Complex,
DHARAMSHALA (HQ), Distt. Kangra, H.P. 176215

No. HFW-NZ(Drugs)/2022/3356 Dated: 02:0):2023

NON CONVICTION CERTIFICATE

TO WHOM SO EVER IT MAY CONCERN

Certified that M/s Titanes Pharma situated at Village Bathu, Tehsil Haroli, Distt. Una, Himachal
Pradesh, is licensed to manufacture drugs for sale or distribution, under drug license Nos. Form
25: NNZ/2016/95 and Form 28: BNZ/2016/96 granted on 11.08.2016 and retained upto
10.08.2026. The firm is installed with the facility to manufacture Tablets, Capsules & Oral Liquids
(general category only) dosage forms of drugs.

As per this office record, it is certified that the said form has not been convicted under the provision
of the Drugs and Cosmetics Act, 1940 and Rules 1945 made there under, in the Himachal Pradesh
during past three years.

This certificate is issued to the firm on their request and is meant for the limited purpose i.e. for
participating in the Government tenders pertaining to the supplies meant for hospitals, defense &
other non-regulated markets & institutions.

Drug Licensing Authority
O/o Chief Medical Officer
Distt. Kangra, Dharamshala (H.P)
e-mail: ashishraina25@gmail.com

Asstt. Drugs Controlier Cum

Drug Licensing Authority

Olo Chief Medical Officer

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874




Health & Family Welfare Department H.P.
Drugs Control Administration HP

FORM-29
(See Rule 89)
Licence to manufacture drugs for the purpose of test or analysis.

| Reference No: HFW-NZ(Drugs)/2022/ 34 2.4 | Date of issue: |#-0] - 2023 |

1. 1 Sachin Singh Chauhan of M/s Titanes Pharma is hereby licensed to manufacture the drugs specified
below for purposes of examination, test or analysis at Village Bathu, Tehsil Haroli, District Una,
Himachal Pradesh.

This licence is subject to the conditions prescribed in Part VIII of the Drugs and Cosmetics Rules, 1945.

3. This licence shall be in force for three years from the date specified below.

Name of the drugs:
Sr. No NAME OF THE PRODUCT COMPOSITION
Each hard gelatin capsule contains:
Amoxycillin Trihydrate IP
01 Amoxycillin Capsules IP 250 mg equivalent to0 Amoxycillin ..........coeeviviiiviennnnnnnn. 250 mg
L q.s.
Approved colours used in empty capsule shell.
Each hard gelatin capsule contains:
Amoxycillin Trihydrate IP
02 Amoxycillin Capsules IP 500 mg equivalent to Amoxycillin ..........ccooiviiiiniiiinnnnn 500 mg
e e e q.s.
Approved colours used in empty capsule shell.
Each hard gelatin capsule contains:
Amoxycillin Trihydrate IP
equivalent to Amoxycillin .............ooviiieeiin 250 mg
Amoxycillin, Cloxacillin & Lactic | Cloxacillin Sodium IP

Acid Bacillus Capsules equivalent 1o Cloxacillin ...............coiomranicmsnessne 250 mg
Lactic acid bacillus .............................. 1.7 billion spores
BRI i i e AR S eSS g.s.
Approved colours used in empty capsule shell.
Each film coated tablet contains:
Cefixime Trihydrate IP
Cefixime & Lactic Acid Bacillus equivalent to anhydrous Cefixime .. o .. 200 mg

Tablets Lactic acid bacillus .............ccoeeeienninnnn 2 5 bllllon spores

Excipients .. el L o AL
Colour: Approved colour(s) used
Each film coated tablet contains:
Cefixime Trihydrate IP
equivalent to anhydrous Cefixime ........................ 200 mg
e U L 200 mg

03

05 Cefixime & Ofloxacin Tablets

Excipients ... PR £ )
Colour: Approved colour(s) used
Each film coated tablet contains:
Cefpodoxime Proxetil IP

06 Cefpodoxime Proxetil Tablets [P equivalent to Anhydrous Cefpodoxime .................. 200 mg
B I s v o e i B on s 5 s o s RS S b ey el qg.s.

Colour: Approved colour(s) used.

O/o Chief Medlcal Officer
Distt. Kangra at Dharamshala (H.P.)
E-mail: ashishraina25@gmail.com

Issued to:
M/s Titanes Pharma
Village Bathu, Teh. Haroli, District Una, (H.P.)




No. HFW-NZ(Drugs)/2022/ 3355
HEALTH AND FAMILY WELFARE DEPARTMENT

HIMACHAL PRADESH
To
M/s Titanes Pharma,
Village Bathu, Tehsil Haroli,
Distt. Una (H.P.)
Dated: Dharamshala, the 02.-0]-2023
Subject: Approval of (_| D ) Additional products.

Refer to your letter no. Nil dated 36//2 | 2.3 on the subject cited above.

Find enclosed herewith a list of ( TEN ) products duly approved by this

office and endorsed in your Drugs manufacturing License No. NNZ/2016/95 & BNZ/2016/96 & valid up
to 10.08.2026. Y ou are directed to comply with the following conditions: -

01.

02.

03.

04.

05.
06.
07.

08.
09.

10.
i

Encl: List, Pages

Total Products :(_ /0 ) Only

Licensee shall comply with all the provisions under D & C Act & Rules & standards for
medicines as laid down under the Drugs and Cosmetics Rules, 1945,

Licensee shall comply with the provisions for manner of labeling of drugs as laid down under
Rule 94, 95, 96, 97, 102, 104, 104-A, 105, 105-A and 106 etc. of the Drugs and Cosmetics Rules,
1945,

Licensee shall maintain records as prescribed under schedule M. L & U of the Drugs and
Cosmetics Rules, 1945.

Licensee shall conduct periodical and accelerated stability studies for the drugs manufactured by
them for at least initial three consecutive batches, in order to ensure potency and quality of drug,
during its shelf life. In case of any deviation licensee shall withdraw the same from the market
under intimation to the office of the Drugs Licensing Authority.

Licensee shall, forthwith intimate to the Licensing Authority, in the event of any adverse reaction
reported by the drug.

Licensee shall make no claim, except those prescribed in the pharmacopoeia and permission
issued by the Drugs Controller General of India.

The licensee will comply with all the directions /guidelines /notifications issued by DCGI/GOI by
visiting website www.cdsco.gov.in.

The licensee will conduct BA/BE studies as per notification by Govt. of India wherever required.
The licensee will upload the information regarding, license/product license granted with portal
SUGAM (www.cdscoonline.gov.in)

If any, product approved and enclosed with the application falls under the category of banned
drugs as per time to time notifications /orders issued by Govt. of India, it will be treated as
cancelled.

If any product approved and enclosed with the letter if found in contravention of any provisions
of Drugs & Cosmetics Act & Rules or contrary to the undertaking submitted by you, the product
will be liable for cancellation.

O/o Chief Medlcal Officer
Distt. Kangra at Dharamshala (H.P)

E-mail: ashlshramazs%gmall .com
Asstt. Drugs Controller
Drug Licensing Authority
Olo Chief Medical Officer
Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874



List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.
Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

S.No. Gg::::;f;:;:}& Composition Spe. | Qty. | Unit Ref.
Each enteric coated tablet contains:
Doxylamine Succinate & Doxylamine Succinate IP 10 mg DCGI
01 Pyridoxine Hydrochloride | Pyridoxine Hydrochloride IP 10 mg | Release
Tablets Excipients g.s. 13.10.2016
Colour: Approved colour(s) used.
Each uncoated tablet contains: -
02 Loperamide Hydrochloride | Loperamide Hydrochloride IP 2 mg rz,;?_ :18
Tablets IP Excipients q.5. Pg. 2455
Colour: Approved colour(s) used.
Each film coated tablet contains: Z}I;dl}ig-:lus
¥ " Trypsin Chymotrypsin 50000 AU Pmﬁc'hl;i
03 Ac:gsfs::a?g?::m:::;ol Soagu e P | 100 | mg | Villge Dhana
Tablets Pars{cc?tamol P 325 mg _(I_B:g;al?mla].
Excipients q.s. I';is“ S:?:h
Colour: Approved colour(s) used. (HP)
Each 5 ml contains:
Ibuprofen IP 100 mg DCGI
04 lbuprol‘sen & Paimcemmd Paracetamol IP 162.5 mg Release
TP In a flavoured syrup base q.s. 17.07.15
Colour: Approved colour(s) used.
Each 15 ml contains:
Lactulose Concentrate USP USP 39
05 Lactulose Solution USP Equivalent to Lactulose (66%) 10 gm Vol-I1I
In a flavoured syrup base q.s. Pg. 4478
Colour: Approved colour(s) used.
Each 5 ml contains: Ka;'cx];C
irami Mfd.
Chlorpheniramine Maleate, ihni(:nrg:ie:m!raél;::ﬁialcate lr]; 128 QL Aegley
06 Ammonium Chloride, Sodiien Chiate P 57.03 mg | Healthcare,
Sodium Citrate & Menthol Neathel P l '1 2 = Vill,
Syrup - g | Manpura,
In a flavoured syrup base g.s. Baddi, Distt.
Colour: Approved colour(s) used. Solan (H.P.)
Each hard gelatin capsule contains:
Lycopene 10% USP | 2000 meg |
Vitamin A (As Acetate) IP 5000 18]
Vitamin E IP 15 mg | Lycopop-Z
Lycopene, Betacarotene, | Ascorbic Acid (coated) IP 75 mg | Mid by YL
07 Anti-Oxidants, Multi- Zine Sulphate P 15 mg | I;l,‘i?{;;z‘
Vitamins, Multimineral with | Copper Sulphate uUSP 1 mg | Katha,
Zinc Sulphate Capsules | Manganese Sulphate UsP | 1S mg | Baddi, Distt.
Betacarotene (10% Dispersion) USP 10 mg | Solan, HP.
Selenium Dioxide USP | 150 meg |
Excipients g.s.
Approved colours used in empty capsule shells.

Ofo Chief Medical Officer
Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com

Tel. No. 01892-224874




List of Additional Products Approved to be Manufactured by M/s Titanes Pharma, Village
> Bathu, Tehsil Haroli, District-Una, Himachal Pradesh, Having Manufacturing Licenses No.

Form 25: NNZ/2016/95 & Form 28: BNZ/2016/96 Retained up to 10.08.2026.

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

$.No. G;'E;g”;;“r;& Composition Spe. | Qty. | Unit | Ref.
Each 15 ml contains:
Cholecalciferol P 200 U
(as stabilized)
Pyridoxine Hydrochloride 1P 1 mg |
Niacinamide IP 15 mg |
Cyanocobalamin IP 1 meg |
Zinc (as Zinc Gluconate USP) 3 mg
B-Carotene dispersion 2.5% 38 mg
Manganese 0.8 mg ﬁfd- by
Multivitamin, Multimineral {8 Monpamene Chicedo Tetraydiate USF) Healfhgi:m,
08 and Antioxidants with Zinc Molybd_enum ' meg vill
(as Sodium molybdate Dihydrate BP) !
Suspension ; = Manpura,
Selenium (as Sodium Selenate) 10 MCE | Baddi, Distt.
Lysine Hydrochloride BP 30 mg | Solan (H.P.)
lodine (as Potassium lodide IP) 50 meg |
Biotin USP 10 meg |
Chromium 10 meg
(as Chromium Chloride Hexahydrate USP)
Inositol 10 mg |
Excipients q.s.
In a Flavoured suspension base
Colour: Approved colour(s) used.
Each hard gelatin capsule contains:
Mecobalamin [P 1500 meg | "
Alpha Lipoic Acid B 100 | s | yestriy
Mecobalamin, Alpha Lipoic | Folic Acid IP 1.5 mg | Life
09 Acid, Chromium Picolinate, | Vitamin B6 IP 3 mg | Sciences,
Sodium Selenate, Folic Acid | Sodium Selenate USP VPO
& Vitamin B6 Capsules Eq. to elemental Selenium 35 mcg | Gurumajra,
Chromium Picolinate USP | 60 mecg_ | Beddi, Distt
S Solan (H.P.)
Excipients q.s.
Approved colours used in empty capsule shells.
Each uncoated tablet contains: lﬁd. by
Levocetirizine Hydrochloride, ;::umm'.“" Spachlons AN 8 Pharma,
ylephrine Hydrochloride IP 5 mg :
10 | Phenylephrine Hydrochloride =5 0 2 P 325 mg__| Barotiwala,
& Paracetamol Tablets - Kasauli,
Excipients q.s. Distt. Solan,
Colour: Approved colour(s) used. (HP).

~Drug
Licensing

Oflo Chief Medial Officer

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. Nu. 01892-224874



No. HFW-NZ(Drugs)/2022/342.5
HEALTH AND FAMILY WELFARE DEPARTMENT

HIMACHAL PRADESH
To
M/s Titanes Pharma,
Village Bathu, Tehsil Haroli,
Distt. Una (H.P.)
Dated:  Dharamshala, the IBJO l} 2.3
Subject: Retention of ( “16 ) products.

Refer to your letter no. Nil dated 18'01!13 on the subject cited above.

Find enclosed herewith a list of (__FORTY SIX ) products duly approved by this

office and endorsed in your Drugs manufacturing License No. NNZ/2016/95 & BNZ/2016/96 & retained
up to 10.08.2026. You are directed to comply with the following conditions: -

01

02

03.

04.

0s.
06.
07.

08.
09.

10.

11,

Encl: List, Pages

Total Products :( ':]6 ) Only

. Licensee shall comply with all the provisions under D & C Act & Rules & standards for
medicines as laid down under the Drugs and Cosmetics Rules, 1945.

. Licensee shall comply with the provisions for manner of labeling of drugs as laid down under

Rule 94, 95, 96, 97, 102, 104, 104-A, 105, 105-A and 106 etc. of the Drugs and Cosmetics Rules,

1945.

Licensee shall maintain records as prescribed under schedule M. L & U of the Drugs and

Cosmetics Rules, 1945.

Licensee shall conduct periodical and accelerated stability studies for the drugs manufactured by

them for at least initial three consecutive batches, in order to ensure potency and quality of drug,

during its shelf life. In case of any deviation licensee shall withdraw the same from the market

under intimation to the office of the Drugs Licensing Authority.

Licensee shall, forthwith intimate to the Licensing Authority, in the event of any adverse reaction

reported by the drug.

Licensee shall make no claim, except those prescribed in the pharmacopoeia and permission

issued by the Drugs Controller General of India.

The licensee will comply with all the directions /guidelines /notifications issued by DCGI/GOI by

visiting website www.cdsco.gov.in.

The licensee will conduct BA/BE studies as per notification by Govt. of India wherever required.

The licensee will upload the information regarding, license/product license granted with portal

SUGAM (www.cdscoonline.gov.in)

If any, product approved and enclosed with the application falls under the category of banned

drugs as per time to time notifications /orders issued by Govt. of India, it will be treated as

cancelled.

If any product approved and enclosed with the letter if found in contravention of any provisions

of Drugs & Cosmetics Act & Rules or contrary to the undertaking submitted by you, the product

will be liable for cancellation.

Drugs Licensing Authority

O/o Chief Medical Officer

Distt. Kangra at Dharamshala (H.P)
E-mail: ashishraina25@gmail.com

Asstt. Drugs Controfier Cum
Drug Licensing Autherity

Olo Chief Medical Officer

Distt, Kangra at Dharamshala (H.P )
F aails achishraina28gmar.com

o A AR st b



‘List of Products Retained to Manufacture by M/s Titanes Pharma situated at Village Bathu, Tehsil
_Haroli, Distt. Una, (H.P.) under Drugs Manufacturing License Nos. Form 25: NNZ/2016/95 & Form 28:

BNZ/2016/96 for the period from 11.08.2021 to 10.08.2026.

Generic Name & Re 5
S.No. Dosage Form Composition Spe. | Qty. Unit | Reference
Each film coated tablet contains:
. Azithromycin Dihydrate IP Already
01. Azithromz);{:'u:n’l‘ablets w Eq. to Azithromycin (anhydrous) 250 mg Approved
g Excipients q.5. 11.08.16
Colour: Approved colour(s) used.
Each film coated tablet contains:
2 Azithromyein Dihydrate IP Already
02. Azlthromsymczi % Tablets IP Eq. to Azithromycin (anhydrous) 500 mg Approved
mg Excipients q.5. 11.08.16
Colour; Approved colour(s) used.
Each film coated tablet contains: P
03. Ofloxacin Tablets IP 200 mg gft::?:nu; IP qu}:) mg )}p%rgvle:
— 1.08.
Colour: Approved colour(s) used,
Each film coated tablet contains;
Diclofenac Potassium 1P 50 mg
Diclofenac Potassium, gme; ¥ = g 312 05 2:— Already
" Parsostaiodt & (20,000 Serratiopeptidase units, s
Serratiopeptidase Tablets e Ll dies) .08.
_E—xcip{ents q.8.
Colour: Approved colour(s) used.
Each enteric coated tablet contains:
Pantoprazole Sodium P Already
05. Pantoprazole Tablets IP 40 mg | Eq. to Pantoprazole 40 mg Approved
Excipients q.5. 11.08.16
Colour: Approved colour(s) used.
Each film coated tablet contains:
: Ciprofloxacin Hydrochloride P Already
06. Ciprofloxacin Tablets IF | Bq. to Ciprofloxacin 500 | mg | Approved
= Excipients q.s. 11.08.16
Colour: Approved colour(s) used.
Each film coated tablet contains:
Aceclofenac 1P 100 mg Aoy
07 Aceclofenac, Paracetamol & Paracetamol P 325 mg Approved
: Chlorzoxazone Tablets Chlorzoxazone USP 250 mg 11.08.16
Excipients q.s. Ll
Colour: Approved colour(s) used.
Each film coated tablet contains: 3
e e P 5 Alread,
08. Levocetirizine Tablets IP 5 mg g:mme Diugorhioride 9s. e ﬁll)pl;gvl?
Colour: Approved colour(s) used. i
Each uncoated tablet contains: Already
09. Telmisartan Tablets IP 40 mg | Telmisartan w 40 mg Approved
Excipients q.s. 11.08.16
Each film coated tablet contains:
Ferrous Ascorbate P
Eq. to Elemental Iron 100 mg Akemily
10 Ferrous Ascorbate, Folic Acid | Folic Acid IP 1.5 mg Agproved
: & Zinc Tablets Zinc Sulphate Monohydrate P 11.08.16
| Eq. to Elemental Zinc 225 mg
Excipients q.s.
Colour: Approved colour(s) used.
Each uncoated tablet contains: Already
IP 150 m
11. | Fluconazole Tablets IP 150 mg ;L‘L’j;‘:::;le = L ﬁltzplrgvl?
Colour: Approved colour(s) used. A il

Assil.

Drug Licens

Olo Chief Officer

Distt. Kangra at Dharamshala (H.P)

£ .mail: ashishraina28gmail.com
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List of Products Retained to Manufacture by M/s Titanes Pharma situated at Village Bathu, Tehsil
_Haroli, Distt. Una, (H.P.) under Drugs Manufacturing License Nos. Form 25: NNZ/2016/95 & Form 28:
BNZ/2016/96 for the period from 11.08.2021 to 10.08.2026.

S.No. G;:)n:;:;eN;::r;& Composition Spe. | Qty. | Unit | Reference
Each uncoated tablet contains:
Fluconazole IP 200 mg | Already
12, Fluconazole Tablets IP 200 mg Excini Approved
Ao g5 20.01.18
Colour: Approved colour(s) used.
Each uncoated tablet contains: Abiexd
13 Ursodeoxycholic Acid Tablets | Ursodeoxycholic Acid IP 300 mg |, Y
' IP 300 m Excipien A, pproved
8 i q 08.08.17
Colour: Approved colour(s) used.
Each uncoated tablet contains:
: Diclofenac Potassium IP 50 mg | Already
14. D;fiﬂ:‘;::':::’.'r’:";‘l':‘u& Paracetamol IP_| 325 | mg | Approved
Excipients q.5. 08.08.17
Colour: Approved colour(s) used.
Each uncoated tablet contains: Already
15. Deflazacort Tablets Deflazacort 6 mg | Approved
Excipients q.5. 19.01.17
| Each film coated tablet contains:
Aceclofenac 1P 100 mg |
Paracetamol IP 325 m Already
16. ‘“;""f‘f'“‘ P;;’“‘;‘“;:’ and | e rratiopeptidase P 15 mﬁ— Approved
o s (as enteric coated granules) 19.01.17
Excipients q.8.
Colour: Approved colour(s) used.
Each uncoated tablets contains:
i Tranexamic Acid IP 500 m Alread
17. Tranexamic Acid & Mefenamie Mefenamic Acid IP 250 ms_g Approde
Acid Tablets
Excipients q.s. 19.01.17
Colour: Approved colour(s) used.
Each uncoated tablets contains:
Paracetamol il P | 650 | mg | Already
18. Paracetamol Tablets IP 650 mg Excini Approved
cipicats g8 19.01.17
Colour: Approved colour(s) used.
Each film coated tablets contains: Aoy
19. | Ketoconazole Tablets IP 200 mg Ketoconazole 1P 200 me Approved
Excipients g.s. 31.05.17
Colour; Approved colour(s) used.
Each film coated tablets contains:
Tadalafil 1iz P 20 m Already
20. Tadalafil Tablets IP 20 mg Excioi B Approved
xcipients q.s. 31.05.17
Colour: Approved colour(s) used.
Each film coated tablets contains:
- Drotaverine Hydrochloride IP 80 mg | Already
21, D"::‘}‘“‘"'i“i"z?’fl“’; & ["Mefensmic Acid 1P| 250 | mg | Approved
efenamic Acid Table Ficiplents o 31.05.17
Colour: Approved colour(s) used.
Each uncoated tablets contains:
Ondansetron Hydrochloride P Already
22 Ondansetron Tablets IP Eq. to Ondansetron i mg | Approved
Excipients q.s. 29.01.18
Colour: Approved colour(s) used.
Each uncoated tablets contains:
Amlodipine Besylate P Alread
o y
~ Amlodipine and Atenolol Eq. to Amlodipine 5 mg Approved
Tablets IP Atenolol 1P 50 mg 08.06.18
Excipients q.5.
Colour: Approved colour(s) used. /] a

Olo Chief Med

Officer
Distt. Kangra at Dharamshala (H.P )

E-mail: ashishraina25gma.com
Tel. No. 01892-224874




List of Products Retained to Manufacture by M/s Titanes Pharma situated at Village Bathu, Tehsil
.Haroli, Distt. Una, (H.P.) under Drugs Manufacturing License Nos. Form 25: NNZ/2016/95 & Form 28:
BNZ/2016/96 for the period from 11.08.2021 to 10.08.2026.

S.No. G;’:::;em;ﬂ;& Composition Spe. | Qty. Unit Reference
Each film coated tablet contains:
Aceclofenac 1P 100 mg
£ Pmce.:mmol. P 325 . W
2%, ceclofenac, Paracetamol and | Serratiopeptidase : P 10 mg Approved
Serratiopeptidase Tablets (eq. to 20000 units of enzymatic activity) 04.02.17
(As enteric coated granules) =
Excipients Q..
Colour: Approved colour(s) used.
Each uncoated tablet contains:
. 5 Nimesulide BP 100 mg Alread,
25, Nlmesulld; 8; lParacelaumI Tovaciiancl P 325 = App rode
e Excipients q.s. 04.02,17
Colour: Approved colour(s) used.
Each film coated tablet contains:
g Aceclofenac IP 100 mg Already
26. Aceclofenac '? :‘lh::ttolchlcuside Thiocolchicoside P 3 g Apgroved
e Excipients q.. 29.01.18
Colour: Approved colour(s) used.
Each film coated tablet contains:
Aceclofenac IP 100 mg | Already
27. Aceclol'ena; c:l:;racmmul Paracetamol IP 325 mg | Approved
. Excipients q.5. 08.08.17
Colour: Approved colour(s) used.
Each film coated tablet contains:
Ofloxacin P 200 mg Already
28. e e [niite IP_| 500 | mg | Approved
s Excipients q.s. 17.06.17
Colour: Approved colour(s) used.
Each hard gelatin capsule contains:
Rabeprazole Sodium 1P 20 mg
" (as enteric coated pellets) Already
29. Rabopraxsiy and E’mpe"d“e Domperidone IP 30 mg Approved
Chpes (as sustained release pellets) 11.08.16
Excipients q.s.
Approved colours used in empty capsule shells.
|_Each hard gelatin capsule contains:
Pantoprazole Sodium IP
Pantoprazole Sodium Gastro- Fq mt:_im ¥ md!e llets) - i Already
30, resistant and Domperidone a5 enter’c co be Approved
Prolonged-release Capsules IP Hompatidons ¥ o . 11.08.16
| (as sustained release pellets) Lk
Excipients q.s.
Approved colours used in empty capsule shells.
Each hard gelatin capsule contains:
Esomeprazole Magnesium P
Eq. to Esomeprazole 40 mg Alread
31 Esomeprazole and | (as enteric coated pellets) Ap provzd
: Domperidone Capsules Domperidone IP 3 mg 11.08.16
(as sustained release pellets) RS
Excipients q.s.
Approved colours used in empty capsule shells.
Each hard gelatin capsule contains:
Pregabalin IP 75 mg | Already
32, Meth I::::f;‘::::‘é:d ules IP Methylcobalamin IP 750 meg Approved
¥ & Excipients gs. 11.08.16
Approved colours used in empty capsule shells,

Distt. Kangra at Dharamshala (M.P )
E-mail: ashishraina28gmail.com
Tel. No. 01692-224874



List of Products Retained to Manufacture by

M/s Titanes Pharma situated at Village Bathu, Tehsil

-Haroli, Distt. Una, (H.P.) under Drugs Manufacturing License Nos. Form 25: NNZ/2016/95 & Form 28:
BNZ/2016/96 for the period from 11.08.2021 to 10.08.2026.

S.No. G:;:::;e?;;& Composition Spe. | Qty. Unit | Reference
Each hard gelatin capsule contains:
Rabeprazole Sodium IP 20 mg
i (as enteric coated pellets) Alread
33 Rabepuz:ole Sodim (KC) & Levosulpiride IP 75 mg Approvzd
Levosulpiride (SR) Capsules (as sustained release pellets) 08.08.17
Excipients q.s.
Approved colours used in empty capsule shells.
Each hard gelatin capsule contains:
Itraconazole Pellets Already
34, Itraconazole Capsules Eq. 1o Itraconazole BP 100 mg | Approved
Excipients q.s. 04.02.17
Approved colours used in empty capsule shells.
Each hard gelatin capsule contains:
Itraconazole Pellets Already
35. Itraconazole Capsules Eq. to Itraconazole BP 200 mg Approved
Excipients q.s. 04.02.17
Approved colours used in empty capsule shells.
Each 5 ml contains:
Terbutaline Sulphate IP 1.25 mg
Terbutaline Sulphate, Ambroxol Hydrochloride IP 15 mg | Already
36. Ambroxol Hydrochloride, Guaiphenesin 1P 50 mg Approved
Guaiphenesin & Menthol Syrup | Menthol IP 2.5 mg | 1108.16
In a flavoured syrupy base q.s.
Colour; Approved colour(s) used.
Each 5 ml contains: Adissd
P Paediatric Paracetamol Oral | Paracetamol IP 125 mg z r:o v:d
i Suspension IP In a flavoured syrupy base q.s. III,F:JB 16
Colour: Approved colour(s) used. e
| Each 5 ml contains:
Aceclofenac IP 50 mg Already
38, Aceclofenac & Paracetamol T esaceiisho P 125 mg Ap pmv;d
Suspension In a flavoured syrupy base a.5. 11.08.16
Colour: Approved colour(s) used.
Each 5 ml contains:
! Mefenamic Acid P 50 m Alread
39, Mefenamic Acid & Paracetamol Painaciae) P 125 mL Approvzd
A In a flavoured syrupy base gs. 11.08.16
Colour; Approved colour(s) used.
Each 5 ml! contains:
40, Mefenamic Acid & Paracetamol mzlmtd :: ;gg gg— A:ger:\?:d
Sespeasion Flavoured syrup base a.5. 28.09.16
Colour: Approved colour(s) used.
Chlorpheniramine Maleate, —"‘_(M)—Wme M:Jll:almcontalns. P 3 =
= %ﬁ;‘:ﬁ;‘:”;“ Dextromethorphan Hydrobromide P 10 my A’;’;fgf:d
Phenylephrine Hydrochloride f;’:";?;:ﬁﬁ; It-]l;':;?::c]lo:;ﬁpy e IP qss- mE | 011216
Syrep Colour: Approved colour(s) used.
Each 5 ml contains:
Ambroxol Hydrochloride IP 30 mg |
Levosalbutamol Sulphate P Alread
0. Ambroxol, LCVN?“)IIHEIO' and Eq. t Levo salbutam':)l 1 mg | A ppmv:d
Guaiphenesin Syrup Guaiphenasir P 50 mg 11.08.16
Menthol flavoured syrupy base q.5.
Colour: Approved colour(s) used.

Distt. Kangra at Uharamshala (H.P )
E-mail: ashishraina25gmail.com
Tal. No. 01892-224874




List of Products Retained to Manufacture by M/s Titanes Pharma situated at Village Bathu, Tehsil
-Haroli, Distt. Una, (H.P.) under Drugs Manufacturing License Nos. Form 25: NNZ/2016/95 & Form 28:
BNZ/2016/96 for the period from 11.08.2021 to 10.08.2026.

$.No. G;’:.‘f‘;f;:‘r:f Composition Spe. | Qty. | Unit | Reference
Each 5 ml contains:
Cyproheptadine Hydrochloride 1P
Cyproheptadine Hydrochloride, | Eq. to Anhydrous Cyproheptadine Hydrochloride 2 mg | Already
43. Tricholine Citrate & Sorbitol | Tricholine Citrate P 275 mg | Approved
Syrup Sorbitol Solution 70% (Non-Crystallising) P q.s. 28.09.16
In a palatable non syrupy base
Colour: Approved colour(s) used.
Each 5 ml contains:
Bromhexine Hydrochloride, ?;"bmh‘:l’.““"sﬁj’d;;"“"“d“ L 2 e Already
44, Terbutaline Sulphate & tdline ouphate 14 123 MBI Approved
¢ Guaiphenesin P 50 mg | 021216
Cuighenssintyrip Mentholated Syrupy base q.s. s
Colour: Approved colour(s) used.
Each 5 ml contains:
45 Paracetamol Paediatric Oral Paracetamol IP 250 mg Amgid
’ Suspension IP In a Flavoured syrupy base q.s. 3?%2 17
Colour: Approved colour(s) used. L
Each 5 ml contains:
e . Levocetirizine Hydrochlunde 1P 2.5 Mg | e i
46 ocetirizine Hydrochloride & | Montelukast Sodium P Approved
5 Montelukast Sodium Syrup Eq. to Montelukast 4 mg 29.01.18
Flavoured syrupy base q.s. s
Colour: Approved colour(s) used.

Asstt. Drugs
Drug Licensing
Olo Chief Medica
Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com

Tal. No. 01892-224874



No. HFW-NZ(Drugs)/2022/ 3bo
HEALTH AND FAMILY WELFARE DEPARTMENT

HIMACHAL PRADESH
To
/s Titanes Pharma,

Village Bathu, Tehsil Haroli,
Distt. Una (H.P.)

Dated:  Dharamshala, the 5 2 ’ 'p/)f;

Subject: Approval of ( \ % .) additional products.

Refer to your letter no. Nil dated 20‘ J_r;'), L, on the subject cited above.

Find enclosed herewith a list of ( TW ) products duly approved by this
office and endorsed in your Drugs manufacturing License No. NNZ/2016/95 & BNZ/2016/96 & retained
up to 10.08.2026. You are directed to comply with the following conditions: -

01. Licensee shall comply with all the provisions under D & C Act & Rules & standards for
medicines as laid down under the Drugs and Cosmetics Rules, 1945.

02. Licensee shall comply with the provisions for manner of labeling of drugs as laid down under
Rule 94, 95, 96, 97, 102, 104, 104-A, 105, 105-A and 106 etc. of the Drugs and Cosmetics Rules,
1945.

03. Licensee shall maintain records as prescribed under schedule M. L & U of the Drugs and
Cosmetics Rules, 1945.

04. Licensee shall conduct periodical and accelerated stability studies for the drugs manufactured by
them for at least initial three consecutive batches, in order to ensure potency and quality of drug,
during its shelf life. In case of any deviation licensee shall withdraw the same from the market
under intimation to the office of the Drugs Licensing Authority.

05. Licensee shall, forthwith intimate to the Licensing Authority, in the event of any adverse reaction
reported by the drug.

06. Licensee shall make no claim, except those prescribed in the pharmacopoeia and permission
issued by the Drugs Controller General of India.

07. The licensee will comply with all the directions /guidelines /notifications issued by DCGI/GOI by
visiting website www.cdsco.gov.in.

08. The licensee will conduct BA/BE studies as per notification by Govt. of India wherever required.

09. The licensee will upload the information regarding, license/product license granted with portal
SUGAM (www.cdscoonline.gov.in)

10. If any, product approved and enclosed with the application falls under the category of banned
drugs as per time to time notifications /orders issued by Govt. of India, it will be treated as
cancelled.

11. If any product approved and enclosed with the letter if found in contravention of any provisions
of Drugs & Cosmetics Act & Rules or contrary to the undertaking submitted by you, the product
will be liable for cancellation.

Encl: List, Pages

Total Products :( ' 5 Only

Asstt.Drugs Co
Drugs Licensing 2
O/o0 Chief Medical Officer

Distt. Kangra at Dharamshala (H.P)
E-mail: ashishraina25@gmail.com




















































































