FaA PHARMA

dh>

F. & A. PHARMA-Handels-GmbH

 dmp®
At Bonhoefferring 41 D - 46286 Dorsten Germany
Phone: +49(0) 2369-9261947 Fax: +49(0) 2369-9261950

Manufactunng Site: Block No. 588 Savli, Karach]a Road,
At & Post: Gothada — 391 776. Tal. Savli, Dist: Vadodara, Gujarat, India.

BAJA] HEALTHCARE LTD. unir-ig

Head Office: 6™ Floor, Bhoomi Velocity Infotech Park, Above ICICI Bank,

Road No.: 23, Wagle Industrial Estate, Thane (W) 400 604,
Tel: +91 22 66177400 Website: + ealth.com

A% ba% /3

= 02667 — 220100 Fax: +91 02667 619135 E- mall bajajhealth@bajaihealth.cont N

FORMAT NO: QAO30/F/O6 05

CERTIFICATE; OF ANALYSIS

s FM/IVT/21/2498

Product : Ivermectin EP A.R. No.
‘Batch No. : IVT-00020521 Batch Size : 495 kg
Mfg. Date - MAY-2021 Sampled on : 28/05/2021
Re%/ Exp. Date : APR-2022 Page No 20Tof 02
TEST . LIMITS \ RESULT
White or yellow1sh white, crystalline powder Whlte crystalline
Appearance
o slightly hygroscopic. powder
) N Practically insoluble in water free Complies
bolubxhty methylene chloride, soluble in,
Identification
A. ByIR Complies
B. By HPLC Complies
Appealancéof solution Complies
S pec{ﬁc iﬁﬁtical rotation -18.54°
Related substances by HPLC .
Impurity at RRT 1.3 to 1.5 Not more than 2.5 % 0.90 %
| Any other Impurity Not more than 1.0 % 0.73 %
Total impurities Not more than 5.0 % 2.17%
‘Alcohol and B ormamide by GC
Alcohol Maximum 5.0 % 1.1%
Formamide Maximum 3.0 % 0.9 %

Conclusion: The sample Compl\eﬂf)ees—ﬂet—eemply as per standard plescrlbed in specification as per EP-10.0.
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02667 - 220100, Fax: +91 02667 619135 E-mail: bajajhealthdbaiaihealth.com

At & Post: Gothada - 391 776. Tal. Savli, Dist: Vadodara, Gujarat, India.

CERTIFICATE OF ANALYSIS

Product - Ivermectin EP | AR.No. - - - FMAVT/21/2498
| Batch No. : IVT-00020521 Batch Size : 495.kg

| J Mfg. Date : MAY-2021 Sampled on : 28/05/2021
- | Refest / Exp. Date: APR-2022 £ 02 of 02

(HoBra + HoBip)

TEST Iy RESULT
Sulfated ash | Maximum 0.1 % 0.02 %
|| Waerconent | Maximum 1.0% 052%
| ﬂ Assay (H2Bia + HoBip) 95.0% to 1‘02-:0%_ (anhyd 96.1 % D
Ratio of HyBa Mintmucn 90k 98.8 %

Conclusion: The sample Complie?//D e
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