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Tiotropium bromide cap for inhaler 18 mcg

You : Tiotropium bromide cap for inhaler 18 mcg

AR

= = =i & o
1. Dugwilamsaziten usstluuadzauds i

2. Usznoudiusen Tiotropium bromide monohydrate, micronised 0.0225 mg.

U o

3. faanszyBeadymee vun 3514 laviinde Sundause Tummaeny LTAWUUTINQUUNTEE

Uy

4. Yunuaorguosriidaeu fedlitesndt 6 wou duviniudwey

5. gnileny 2 U Wuaniunan

6. AUTIEYNRITLNTEYIRGAY

AnauanIunalla

1. Content of active ingredients Tiotropium 17.1 R 18.9 mcg/capsule

2. Fine particle dose tess than 5 mcrm. Tiotropium 1.8 R 4.8 mcg/capsule

3. Appearance

white

4. Diameters of capsule cap
Length

5. Odour

F N\

WIEUANES Y LANAIE
WIBUNNSTINNT

Hard gelatin capsule size 3, filled with &

powder
5.7R 5.9 mm.
15.6 -16.2 mm.

Absence of any strange odour

B’ - ‘Pt"ﬁV/
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Empagliflozin tab 10 mg

Fown : Empasgliflozin tab 10mg
anuaudFnaly

1 o1 1 5e Ussneusmesien Empagliflozin 10 mg film-coated tablet U591 UK

2. ﬁamﬂszu?}amﬂmmam, . 504, uiinda, SundavisoTununengliTaaulsnguuanuy
U559

3. fuvanenguaseniideeu dasbidosnd 12 Wou Sunntudisuasuinasiundoueu mnen

fipnglalsnndy 3 oy

qauautnianaila

Identification Test

1. Description film-coated tablets,

2. Identification A Liquid chromatography
The retention time of the Empagliflozin obtained with the test
solution must correspond to that obtained with the standard

solution

3. Identification B The UV spectrum of the Empagliflozin peak obtained with the test
solution must correspond to that obtained with the standard |
solution

4. Degradation Products Liquid chromatography

Any unspecified degradation product < 0.2%
Total Degradation Products < 0.6%

5. Assay Liquid chromatography
95.0% - 105.0% of stated content
6. Dissolution Liquid chromatography

Time: 30 min

Requirement Q: 80 % of label claim at 30 min
- Stage 1 - 51 (n=6):

Each unit is not less than Q + 5 %.

/Stage 2...
- //
I\A/
- Y
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« Stage 2 - S2 (n=6):
Average of 12 units (S1 + 52) is equal to or greater than Q,
and no unit is less than Q - 15 %.
» Stage 3 - 53 (n=12):
Average of 24 units (S1 + S2 + S3) is equal to or greater than Q,not
more than 2 units are less than Q - 15 %, and no unit is less than
Q - 25 %. (n = number of units tested at each stage)
(Requirements meet Ph.Eur.8.0)
7. Uniformity of Dosage Units Liquid chromatography
Requirement A (n = 10) Acceptance value < 15 %
Requirement B (n = 30) Acceptance value < 15 %
no individual value is less than 0.75 M nor more than 1.25 M

M = reference value according Ph.Eur. 8.0

D\ e’ W
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Linagliptin tab 5mg

Yog1 : Linagliptin tab 5mg
AuaNUANILY

g1 1 $in Uszneudesie Linagliptin 5mg Ussaluung

faannszufeaTymae, vun, 314, wuiings, Sundaviotunune1gliTaRuUTINUUN1TUEUTTY
3. Sunuaoigveseiidwey faslivieendt 12 diou tuanuduey

aauduUananaia

|dentification Test

1. Description film-coated tablets
2. Identification A The retention time of the linacliptin peak of the sample
preparation corresponds to that of the standard preparation
3. ldentification B The UV spectrurn of the linagliptin peak of the sample preparation
Corresponds to that of the standard preparation
4. Loss of Drying NMT 3.5%
5. Dissolution Meets Ph.Eur.2.9.3 requirements (51,52,53)
Q = 80% of label claim at 30 minutes
6. Uniformity of Dosage Units Meets Ph.Eur. 2.9.40 requirement (51,52)
7. Assay 95.0% - 105.0% of label claim
8. Degradation Products (010085 = NMT 0.8%
Any Unspecified degradation
Product = NMT 0.4%
Total Degradation Products = NMT 1.0%

4 w
@u\#-"" G:’\C‘“/ Q{
L3 < o " = - kg w &
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Telmisartan + Amlodipine tab 40mg + 5 mg

Foefungen  Telmisartan + Amlodipine tab 40mg + 5 mg
sy Al
suuuuen uenidia
01 1 e Useneumesieddty Telmisartan 40 mg uaz Amlodipine 5 mg

[l

1

2

3. AYULUTIY UTTTIULNS

4. aanusiytusiszuleantynien, yum, 3519, auiinan, JurdaviseTurumengli¥aau ynnglivunausuieg
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Identification Test

1. Appearance uncoated tablets
(Visual Test)

2. - Identification [A] The retention time of the major peak of the chromatogram of
(Liquid chromatography) the sample preparation corresponds to that of standard

Telmisartan preparation as obtained in the test for assay.

- Identification [B] The Rf value of fluorescent spot of Telmisartan obtained with

(Thin-layer chromatography) the test solution corresponds to that obtained with the Standard
Telmisartan Solution.

- Identification [C] The UV- spectrum of the major peak in the HPLC chromatogram

(Liquid chromatography) Of sample preparation is concordant with the standard
Telmisartan Preparation as obtained in assay

Note

Carry out identification either A and B or Aand C

3. - Identification [A] The retention time of the major peak of the chromatogram
(Liquid chromatography) of the sample preparation corresponds to that of standard
Amlodipine preparation as obtained in the test for assay
- Identification [B] The Rf value of fluorescent spot of Amlodipine obtained with
(Thin-Layer chromatography) the test solution corresponds to that obtained with the Standard
Amlodipine solution.

- |dentification [C] The UV-spectrum of the major peak in the HPLC chromatogram
(Liquid chromatography) of sample preparation is concordant with the standard
Amlodipine Preparation as obtained in assay

Note

Carry out identification either Aand B or Aand C
4. Resistance to crushing (Physical Test) Not less than 70 N

/ / 5. Water...

o AV Ao W
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Water Content

(Biamperometric Karl Fischer Titration) Not more than 6.0 %

Dissolution Time : 30 min
(Paddle Method/ Requirement Q : 70% =
Spectrophotometric Stage 1 - 51 (N =6) ’.

Determination
Telmisartan

(Liquid chromatography) Theory:

Each unit is not less than Q + 5%

Stage 2 - S2 (N = 6) 5
Average of 12 units (S1 + 52) is equal to or greater than Q
And no unit Is less than Q - 15%

N = number of units tested at each stage

7. Dissolution Time : 30 min
(Paddle method/Liquid Requirement Q : 75%
Chromatography) Stage 1 - S1 (N = 6)
Amlodipine Each unit is not less than Q + 5%
Stage 2 - S2 (N = 6)
Average of 12 units (S1 + 52) is equal to or greater than Q
And no unit is less than Q - 15%
N = Number of units tested at each stage
8. Active Ingredient Telmisartan
Degradation Any unspecified degradation product Not more than 0.2%
(Liquid chromatography) Total degradation product Not more than 0.2%
Amlodipine
Impurity D Not more than 0.3%
Any unspecified degradation product Not more than 0.2%
Total degradation products Not more than 1.0%
9. Assay Telmisartan 95.0 — 105.0 % of the stated content
(Liquid chromatography) Amlodipine 95.0 - 105.0 % of the stated content
10. Uniformity of dosage units Telmisartan

40.0 mg / tablet

- Requirement A (N =10)

The requirements for dosage uniformity are met if the acceptance
Value of the first 10 dosage units is less than or equal to 15.0%
- Reguirement B (N = 30) |

If the acceptance value is greater than 15.0%, test the next

20 units and calculate the acceptance value

The requirements are met if the final acceptance value of the
30 dosage units is less than or equal to 15.0%; and no
Individual content of any dosage unit is less than 0.75 M nor
More than 1.25 M as specified in the calculation of acceptance
Value under content uniformity

/Amlodipine...
\\/_]/
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Amlodipine

Theory: 5.0 mg / tablet

- Reguirement A (N = 10)

The requirements for dosage uniformity are met if the
Acceptance value of the first 10 dosage units is less than
Or equal to 15.0%

- Requirement B (N = 30)

If the acceptance value is greater than 15.0% ; test the next
20 units and calculate the acceptance value

The requirements are met if the final acceptance value of
The 30 dosage units is less than or equal to 15.0%; and

No individual content of any dosage unit is less than 0.75M
Nor more than 1.25M as specified in the calculation of
Acceptance value under content uniformity

11. Microbiological quality* Not detectable.

sNote: If the results for the first 5 production batches are wiithin the tolerance limits, test at least 1 batch per year, depending on the rate of production
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