Product Name: Glimsmart - M 501

Generic Name: Glimepiride & Metformin Hydrochloride Tablets

Material Code: FGT01606
Batch No: PT- 44185

Insp. Lot No.: PR/IFGT/24/113902

Batch Size: 5.00 Lac

PHARMAROOTS HEALTHCARE, BAROTIWALA
Certificate of Analysis-Finished Goods

Receipt Date: 09.12.2024
Mfg. Date: Dec. 2024

Exp.

Date: Nov. 2026

Release Date: 10.12.2024

S.No. | Test Dpecification Results
! 1 ! — I S —— S

1. | Description White colored elongated shaped | Complies
biconvex uncoated tablets scored %
on one side.

2. | Identification To comply Complies

3 | Average weight i 1698.4 mg to 741.6 g 714.13 mg

4. | Uniformity of weight + 5 % of average weight Complies S

5. | Disintegration test

NMT 15.00 minutes

07 minutes 21 seconds

7. | Assay

Each uncoated tablet
contains:
Glimepiride IP 1 mg

Metformin HCI IP 500 mg

85.0% to 115.0 %

0.9 to 1.1 mg of Label Claim
90.0 to 110.0 % of Label Claim

450.0 to 550.0 mg of Label Claim
90.0to 110.0 % of Label Claim

107.40 %

1.051 mg
105.13 %

481.08 mg
96.22 %

Opinion: The Sample Complies with the prescribed standard of quality as defined in the IH.

Analyse%ﬁ
i

Format No.: QCSGO017/F01
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PHARMAROOTS

HEALTHCARE

Product Name: Glimsmart - M 501

Generic Name: Glimepiride & Metformin Hydrochloride Tablets

Material Code: FGT01606

Batch No: PT- 44186

Insp. Lot No.: PR/IFGT/24/113918
Batch Size: 5.00 Lac

PHARMAROOTS HEALTHCARE, BAROTIWALA
Certificate of Analysis-Finished Goods

Receipt Date: 10.12.2024
Mfg. Date: Dec. 2024
Exp. Date: Nov. 2026
Release Date: 12.12.2024

S.No. | Test Specification Results
1. | Description White colored elongated shaped | Complies 3
biconvex uncoated tablets scored
e Rt | on one side. ’
2 | Identification To comply Complies
" 3. | Average weight | 698.4 mg to 741.6 mg 722.15mg
" 4. | Uniformity of weight + 5 % of average weight Complies
5. | Dissolution Test After 1% hour- 15% to 50 % 36.18%
After 4™ hour- 45% to 75 % 59.18 %
' After 10" hour NLT 80 % 97.63 % 2
6. | Content Uniformity 85.0% to 115.0 % 101.90 %
" 7. [ Assay =,
' Each uncoated tablet
' _+ | contains:
Glimepiride IP 1 mg | 0.9to 1.1 mg of Label Claim 1.024 mg
- 90.0 to 110.0 % of Label Claim 102.36 %
Metformin HCI IP 500 mg | 450.0 to 550.0 mg of Label Claim | 494.96 mg
' 90.0 to 110.0 % of Label Claim 98.99 %

Opinion: The Sample Complies with the prescribed standard of quality as defined in the IH.

sl

Format No.: QCSGO017/F01

Analysed

Approved B




S.No.

PHARMAROOTS

HEALTHOARE

Product Name: Shellcium 500

Generic Name: Calcium & Vitamin D3 Tablets IP

Material Code: FGT02511

Batch No: PT-43869

Insp. Lot No.: PR/IFGT/24/113735
Batch Size: 3.00 Lac

PHARMAROOTS HEALTHCARE, BAROTIWALA
Certificate of Analysis-Finished Goods

Receipt Date: 27.11.2024
Mfg. Date: Nov. 2024
Exp. Date: Apr. 2026
Release Date: 29.11.2024

Test Specification Results
1. | Description Blue coloured elongated shaped | Complies
biconvex film coated tablets
scored on one side. §
2. | Identification To comply Complies
3. | Average weight 1457.9 mg to 15%8.0 mg 1517.53 mg
4. ‘ Uniformity of weight | £ 5 % of average weight Complies
5. [ Dissolution Test NLT 75.00 % 92.11 % i
! (As Calcium)
6. | Content Uniformity NLT 85.00 % Complies Ay
(Vitamin D3)
7. | Assay :
Each film coated tablet contains:
Calcium Carbonate IP 1250 mg
from an organic source
(Oyster shells)
Eq. to Elemental Calcium 500 mg | 450.0 to 550.0 mg of Label Claim | 491.72 mg
90.0 to 110.0 % of Label Claim 98.35 %
Vitamin D3 IP 250 IU NLT 250 IU of Label Claim 520.84 IU
NLT 90 % of Label Claim 208.34 %

Opinion: The Sample Complies with the prescribed standard of quality as defined in the IP.
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PHARMAROOTS HEALTHCARE, BAROTIWALA
Certificate of Analysis-Finished Goods

Product Name: Ticasprin-90 Tablets
Generic Name: Ticagrelor Tablet IP 90 mg

Material Code: FGT02182 Receipt Date: 17.11.2024
Batch No: PT-43862 Mfg. Date: Nov. 2024
Insp. Lot No.: PR/IFGT/24/113012 Exp. Date: Oct. 2026
Batch Size: 0.50 Lac Release Date: 19.11.2024
S.No. Test Specification Results
1. | Description Yellow coloured round shaped | Complies
| biconvex film coated tablets -
scored on one side.
2. Identification To comply Complies
3. Average weight 345.3 mg to 366.4mg 357.54 mg
4, Uniformity of weight + 5 % of average weight Complies
5. | Dissolution Test NLT 75.00 % 92.43 %
6. | Assay |
Each film coated tablet
| contains:
' Ticagrelor IP 90 mg 81.0 t0 99.0 mg of Label Claim | 90.400 mg
~ ]90.0t0110.0 % of Label Claim | 100.44%

Opinipn: The Sample Complies with the prescribed standard of quality as defined in the IP.

Analyse Vf'\
Al

Format No.:QCSG017/F01




