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CERTIFICATE OF ANALYSIS

PRODUCT

A BUTORPHANOL TARTRATE DATE OF MFG. I, 1 OCT -2022
BATCHNo. : F11800322/011. RETEST DATE - . - :: SEP-2026
A.R. NO. P FP222393 - DATE OF ANALYSIS +-02/11/2022
QUANTITY : 1x0.1Kg
TESTS —
: DO S | RESULTS SPECIFICATIONS
Description White powder | White powder B
| Identification £ o
 FT-IR ' Complies . : Corresponds to standard
" . The retennon time of the major peak of ;
al ; . the Sample solution corresponds to that |
?;;?,By R ;Comphes ' of the Standard solution, as obtained in"
A ] 'the Assay.
' ;_} , Solub e in dilute acids, sparingly soluble |
i S e i e ~in - -water;- shghtly ‘soluble~nmethamol:
: Solublllty ' Complres Insoluble in alcohol, ethyl acetate, |
;) I t chloroform, ethy] ether and hexane. Its
. _ -solutions are slightly acidic. o’
: Water content (% w/w) ] 0.08% : iNot more than 2:0% w/w. -
;| Specific rotation | -62.6°.  Between -60° and -66°
'l Residue on lgnltlon (% w/w) i 0.04% E.No_t more than 0,1% w/w
..| Assay by HPLC (On Anhydrous Basxs) a f ‘
| (Yow/w) 99.3% . 98.0% and 102.0% w/w. .
 Purity arid impurity content by HPLC
- Purity (% area) 99.93% “Not less than 99.50%
- Impurity-A (% w/w) | BDL* Not more than 0.10%
| Any unspecified impurity (% w/w) BDL* - Not more than 0.10% |
BDL* _ Not more than 0,50% .

Total 1mpurmes (% wiw)

The matenal complles with current USP specxﬁcatxon

BDL* Below Dlsregard Limit,

S

" Hikal Ltd. )
Factory Unit : 82/A &72, KIADB Industrial Ares, Jigani, Anekal Taluk, Bengaluru (Bangalore) Karnataka-560 105, Indla, Tel,;+91-8110-421100
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PRODUCT - # BUTORPHANOL TARTRATE 'DATE OF MFG.
“BATCH No. * F11800322/011 ' RETEST DATE : SEP-2026
AR NO. .- {FP222393 DATE OF ANAI.}Y'SIS : 02/11/2022 -
EE QUANTITY : 1x0.1Kg
. TESTS . RESULTS B SPECIFICATIONS _ :
' # Meltmg pomt range 217.2°C t0218.4°C gz:s%?s?t?;rzoc o 219°C w1th
: # Residual solvents by GC (w/w) Method-I | ;
‘| Methanol -~ | BLQ** | Not more than 3000 ppm
-{;Acetone e “ BLQ** | Not more than 5000 ppm
. Isopropyl alcohol | Not detected Not more than 5000 ppm ‘
% éD_lohloromethane ; | Not detected - || Not more than 600 ppm
" JtButsiol - e e~ o | Not detésted . | Not'more than 1000.ppm. . ...
'ﬁ 'Tetrahydrofuran i ~ | Notdetected: . : - ‘? Not more than 720 ppm -
| Toluene o Not detected Not more than 890 ppm
| # Residual solvents by GC (w/w) Method-II vat§ un
| DMF | Not detected Not more than 880 ppm
%?,Xy,len@ . | Not detected Not more than 2170 ppm
I The matenal comphes with # In-h(;use speclﬁcahon
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" Hikal Ltd.

Factary Unltl 82/A&72,KIADB Tndustiial Aréa; Jigani, Anekal Taluk, Behgaluru
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- CHECKED BY QC: -
DATE : 08/02/2023

: BLQ** Be oW lel't“&f Quantlf' ication.

APPROVED BY QA
DATE 08/02/2023
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