We Claim:

1. A eontroHed-release-formulation comprising a controlled-release portion comprising

Drotaverine or a salt thereof, at least one polymer—er—mixture—of—pelymers, at least one
acidifying agent, and at least one pharmaceutically acceptable excipient,—wherein—said

2. The formulation of claim 1, further comprising an immediate release portion

comprising drotaverine or a salt thereof.

3. The formulation of claim 1, further comprising an antioxidant.

42.  The formulation of claim 1, wherein the formulation comprises abeut-10 mq to abeut

300 mg of Drotaverine or salt thereof.

54. The formulation of claim 4any-efthepreceding-elaims, wherein the Drotaverine salt is

Drotaverine hydrochloride.

6. The formulation of claim 44, wherein the at least one polymer er-mixture-efpolymers

is chosen seleeted—from the—group—eensisting—of HypremeHose—Hydroxyethyl Cellulose,
Hydroxypropyl Cellulose, hydroxypropyl methylcellulose, carboxymethyl cellulose, methyl

cellulose, sodium carboxymethyl cellulose or salts thereof, Ethyl Cellulose, a Carbomers, a

Methacrylic acids, a Polyethylene Oxides{PEO), orard a combination thereof.
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7. The formulation of claim 6, wherein the at least one polymer comprises hydroxypropyl

methylcelluloseisPolyethylene-exide-(PEO).

8. The formulation of claim 6, wherein the at least one polymer or combination thereof

comprises 5-30% (w/w) of the formulation.

9. The formulation of claim 7, wherein the hydroxypropyl methylcellulose has a viscosity

from 100-150,000 cP.

11. The formulation of claim 4, wherein the at least one acidifying agent is chosen from

Citric_acid, Fumaric acid, Lactic acid, Maleic acid, Malic acid, or Tartaric acid, or a

combination thereof.

1248. The formulation of claim 44, wherein the at least one pharmaceutically acceptable

excipient is chosen from seleeted-from-thegroup-consisting-of-a gums, a fillers, a flow aids, a

lubricants, a disintegrants, a diluents, a binders, tabrieants;or a glidants, and-or a combination

thereof.

13. The formulation of claim 3., wherein the antioxidant comprises up to 10% w/w of the

controlled-release formulation.

14. The formulation of claim 13, wherein the antioxidant is chosen butylated

hydroxvanisole, butylated hydroxytoluene, sodium metabisulfite, sodium thiosulfate, propyl

gallate, ascorbic acid, or cysteine.
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156. The formulation of claim 4any-eftheprecedingelaims, further whereinthe formulation
optienally-comprisinges a funetional-ernen-funetional-coating.
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162+. The formulation of claim 4any-ene-oftheprecedingelaims, wherein the formulation
has a dissolution release profile in vitro using the USP II Method of 25% to 40% after abeut-1

hour, 30% to 50% after abeut2 hours, 40% to 65% after abeut4 hours, 60% to 85% after about
8 hours, or and-not less than about 85% after abeut-16 hours.

1722. A eentrelHed-release—formulation comprising Drotaverine hydrochlorideer—a—salt

thereef, HPMC K4M, Methacrylic acida—pelymer—ormixture—ofpelymers, citric acid, and
sodium metabisulphiteatleast-one-pharmaceuticallyaceeptable-exeipient.
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1838. A method of preparing a single-layer controlled--release tablet comprising Drotaverine

or a salt thereof, the method comprising:
(a) sieving and dry mixing Drotaverine or salt thereof with an acidifying agent, polymer
and excipient to obtain a drug-excipient blend;
(b) sieving and mixing extra-granular ingredients with the drug-excipient blend to obtain a
formulation; and

(c) compressing the formulation to form the tablet.

1939. A method of preparing a single or multi-layer controlled-release tablet comprising

Drotaverine or a salt thereof, the method comprising:

(a) sieving and dry mixing Drotaverine or salt thereof with an acidifying agent, polymer

and excipient to obtain a drug-excipient blendery-mix;
(b) granulating the blend dry—mix—with a binder solution comprising at least

polyvinylpyrrolidone and isopropyl alcohol to obtain granules;

(c) drying the granules to obtain a-desired-Loss-en-Brying-of-the-dried granules;

(d) milling the dried granules followed by sieving to obtain granules of specific size; and
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{e)-sieving extra-granular ingredients followed by mixing with the granules of specific size
to obtain a formulation; and
H(e) compressing the formulation to form the tablet.

2044, Use of the formulation as claimed in claim 1 in the manufacture of a medicament for

the treatment of A—method—oftreating—at least one symptom of gastrointestinal, biliary,

urological, and—or gynecological disorders characterized by spastic conditions of smooth

dysmenerrhoea,imminent-abortion;-oruterine-tetanus in a subject in need thereof, comprising
the formulation as claimed in claim 1 to be administereding to the subject-the-fermulation-as

21. The use of claim 20, wherein the disorder comprises irritable bowel syndrome, biliary

colics, cholecystolithiasis, cholecystitis, cholangitis, renal colics, nephrolithiasis,

ureterolithiasis, pyelitis, cystitis, dysmenorrhoea, imminent abortion, or uterine tetanus.

22. Use of the formulation as claimed in claim 17 in the manufacture of a medicament for the

treatment of at least one symptom of gastrointestinal, biliary, urological, or gynecological

disorder characterized by spastic conditions of smooth muscles in a subject in need thereof,

comprising the formulation as claimed in claim 17 to be administered to the subject.
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23. The use of claim 22, wherein the disorder comprises irritable bowel syndrome, biliary

colics, cholecystolithiasis, cholecystitis, cholangitis, renal colics, nephrolithiasis,

ureterolithiasis, pyelitis, cystitis, dysmenorrhoea, imminent abortion, or uterine tetanus.
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