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- "Cust. Code: 59129160
COA Item' Code; 23121739

Order Ref.: 215526111

Invoice Ref.: 1166243700

COA Piage: 1/1

COA Lot No.: 2220121

b

REG.OFF.: 62, TITANIUM, CORPORATE ROAD
Phone : 8219111 C.I.No. : U

Email : export@swiss.in

SWISS PARENTERALS LTD.

808, 809,810, KERALA INDUSTRIAL ESTATE,G.LD.C. NR. BAV!;A,AHMEDABAD-382220
, PRAHLADNAGAR,AHMEDABAD-380015
85110GJ1997PLCO31645
Website : www.swiss.in’

QUALITY CONTROL DEPARTMENT Page 1of 1
THE DRUG & COSMETIC ACT. 1940
FINISHED PRODUCT CERTIFICATE OF ANALYSIS
Product Name : 4 . A.R. No, L FPI20/0274
Packing AML . :
Generic Name : NOREPINEPHRINE BITARTRATE INJECTION USP IMGIML, ML Rel. Dt 1 0209-2020
‘ ' TR SlipNo.  :PIRS2002
ProductCode  : NORTH Mfg. Dt ;082020 iy s"" o: o _mm"
Batch No. 1 2220121 Exp. DL ;072022 .S
Actual Batch Size  : 218LTR (51904 AMP) Test Packing: 50 AMP -|Analysis Date  : 18-08-2020
Packing Batch Size ; 218 LTR Mfg. Lic No. : arzaiors
Sample Size 1 50,000 AMP Country ; THAILAND
Released Qty : 21B.000LTR (51904 AMP) " TestAs Per : USP
Loeytlon } BAVLA2
Make i 8wISS
st : Test| Dl pecificatior
Description, A claar colourless iquid A clear colourless Bquid
2 Extractable volume, 4iml NLT 4.0mi
Identification. . As por USP.
1_Identification A Colour Test An inlensely grean colour is develops. An Intensely green colour should be davelops,
2 Identification B-Colour Test A red-brown or viole! color isproduce, A red-brown or violet color shoukd be produce,
4 pH. 345 Between 3.010 4.5

4 Colour & Clarity of solution

The absorbance of the test soiubon does not sxcead that of

ByUv

the standard solution The sbsorbance of the test solution does not exceed
. . that of the standard solution {4606 nm)

8 Bacterial Endotoxins. Less than 834 EU/mg Not more than 83.4 USP EUfmg of Norepinephiine,
RNO. 8ETFPI2000271

7 Particulate matter, . | 10 microns =106.13 /Container Sub visible particle by LPC
25 microns =8.00/Container 10 microns = NMT 6000/Container

. 25 microns = NMT 800/Container

8 Sterility, Sterlle 1t should be slerfe L

RNO. STIFPRR0D2T .| Thers should be no bactedal growth In FT) {30-35°C)

M
and Fungel growth in SCOM{20-25°C) up 1o 14 day

[ Assay By HPLC

~ |Asper USP

1_Each ml Contains,

2 Norepinephrine bitartrate USP eq. to
norepinephrine 1 mg

107.40%

Bowwesn 90.0% 1o TTE0R o7 e Tebaled ampunt of
ficrepinephring,

In the Opinion of the u

Conclusion ; The above sampla complies as per USP

indersigned the samgie fefarred 1o abovs Is of Standard quelity as definsd in the Act and the Rules made thereunder for
the result given above, "This computer generated certificate of analysis Is valid without signature®

Analysed By - Checked By Authorised By
RITAPATEL VISHAIMSENJALIYA ALPESH PRAJAPATI
Q.C. CﬂEMlST Q.C. CHEMIST MANAGER Q.C.

FGANLCERTQA
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