DAFFOHILS

Product Name

AMOXYHEAL-CV DRY SYRUP

DAFFOHILS LABORATORIES PVT. LTD.

(A WHO-GMP, GLP Certified Company)
F-109-110, UPSIDC Industrial Area, Contral Hope Town, Selaqul, Dehradun U.K. - 248 011 INDIA.

CERTIFICATE OF ANALYSIS
Quality Control Department
(The Drugs & Cosmetics Act 1040 and rules made there under)
Mfg. Lie. No, 107/UA/2007 & 113/UA/8C/P-2007

‘Generie Name 7 77 Amoxycillin & l’orlass:im;r(filavuI;flgx]c ()‘mliSu-s;;uv;;m P T R
BatchNo. | DLBS-152 Batch Size 5000 Bottles
Mfg. Date 1072023 Exp. Date 03/2026
Report No. DLBS/10/152/2023 Specification No. DQC/SP/FP/147 I'
Ref. No,, BO14 Sampled Qty 5 Bottles ‘
Date of Sampling 28/10/2023 Date of Release 30/10/2023 ‘j
S. No. | Test / Parameter Specification Observation ;
White colored powder filled in White colored powder filled in :
\ N transparent glass bottle on transparent glass bottle on [
1. Description S ; N 3
reconstitution with water, forms reconstitution with water, forms |
‘ orange color suspension. orange color suspension. J
[ : 3 Should be positive for Amoxycillin | Positive for Amoxycillin Trihydrate
b lflentlﬁcauon Trihydrate & Potassium Clavulanate | & Potassium Clavulanate !
3 Nominal fill Weight powder |33 g 3319¢ '
| 4. Average fill Weight NLT33¢g Complies ‘
5. Nominal Fill Volume 30.0 ml 30.07 ml i
6. pH(after reconstitution) 3.81t0 6.6 6.26 ‘ i
| 7. Water NMT 8.5% 6.6% 1
1 Weight/ml ;
| 8. ( after reconstitution) 1.00 g/ml to 1.40 g/ml 1.114g/ml {i
| Assay: 11
ST l
! Tk Sn.]l (aftes r_econstltutlon) Label Claim Result Percentage | Limit |
| 9 suspension contains: }
: Amoxycillin Trihydrate P * 180.0 mg t0 240.0 mg |
L Eq. to Amoxycillin 200 vy 9l leme | 909% (90.0% to 120.0%) |
. : \
: E‘;“‘j}s‘(‘:‘{;‘vﬁi:ﬁi’zﬁ Taluted ol 25.65mgto 35.62mg |
: 28.5 mg 28.04 mg | 98.39% (90.0% to 125.0%) |
REPORT: The sample complies /Dees-notcomply as per [P/In-house Specification.
Prepared By: (QC.afﬁcer) Checked By: (QCkExecutive) Approved By ﬁﬁ%\e\r) .
Signature: / \/ Signature: ’%'/ Signature: 7, 3 &g\p‘
: : R i
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