Sanzyme

SANZYME (P) LIMITED

Plot no. 08, Sy.No.542,

Koltur (Village), Shamirpet (Mandal),
Medchal-Malkajgiri (District), Pin Code:500 101.Telangana State,India.

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT BRAND NAME

Brand Name of the
Product:

HCGCAN 5000 IU

Brand Batch No.

ARC42401

Approved
Batch Qty:

9999 Vials

Generic Name of
the Product:

CHORIONIC GONADOTROPHIN INJECTION IP 5000 IU

Generic Batch No: [1VC0424052 Generic Batch Size [32.0L
Mfg.Date: 06/24 |STP No. : | STP/FP- 001.07 A.R.No.: | 24FFP0082
Exp.Date: 05227 |Spec No.: | SPC/FP-013.02 | Market” | Domestic/AMERICAN
Customer | REMEDIES
S.No. Test Specification Result
A white or almost white powder in a ?r(l:l:zstir?:;t: a}fgvf\;d;i (liI:Jla
1 Description freeze dried cake form duly sealed in 2 e y
ml USP type I glass Vial sealed in 2 mL USP type I
' glass Vial.
a) The solid dissolves completely, a)Sqlid dissqued corr}pletely
leaving no visible residue as undissolved |/€aving no visible residue as
ibior undissolved matter.
b) The constituted injection is not b) Constl.tulted }njectlon and
2 Clarity of Solution | significantly less clear than an equal |Water for injection are

volume of the diluent or of water for
injections contained in a similar
container and examined in the same
manner .

equally clear when examined
in the same manner contained
in a similar container.

pH at 25°C
3 (Determined in 1% Between 6.0 to 8.0. 7.127
w/v solution)
: . S T
Partlcle'matter The constituted solution is essentially Constltute_:d i o5 fre?e \
4 (By visual . . from particles of foreign
; ‘ free from particles of foreign matter.
inspection) matter.
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