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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wwwdrreddys;

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular mjections. fﬁ“ﬂig."ml

Hpoaykr: Ketopon™ (KeToposak) pacTBop AMst BHYTPHBEHHOrO W BHYTPUMbILLECUHOrO BBEACHHS, 30 Mr/mi
Batch No / : V220804 'Batch Quantity / : 272727ampules /
Cepnsa Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001620342 Date of Analysis / 1 06.10.2022 N
AHAJIATHYECKHH oT4eT No Jata anaausza

Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2025

Hdara upoussoacraa I'oxen go - |
Analysis performed according ND / Ananus nposexen no HJI; JIT1-001365-170222

Page 1 of4/Cip. 1 u3 4

IoanuHHOCTDL

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen {Assay section) / Bpemena
YIEPXKHMBAHHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIBITYEMOrO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEPXKHMBAaHUA OCHOBHBLIX NMUKOB Ha
Xpomarorpamme CTaHAAPTHOTO
pacTBopa KeToposiaka TPOMETaMHHA
u HarpoKceHa (pazmen
«KonnuecTBeHHOE OnIpeieNieHue)

0 . .
1}0 Test / Moka3zarenn Results / Pe3yabraThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. /| Clear colorless to pale yellow solution.
IIpo3paynelii GecLBeTHBIN pacTBop. / TlpospauHbiii GecuUBETHBIH iU
CBETI0-XKENTLIA PacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks

in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YAEPXKHMBAHUA OCHOBHBIX TMHKOB Ha
Xpomarorpamme HCOIBITYEMOTO
pacTeopa JOJIXKHbl COOTBETCTBOBATH
BPEMEHAM Y/IEPKUBAHUS OCHOBHBIX
MHMKOB Ha XpoMaTorpamme
CTaHIAaPTHOTO PacTBOpa KeTopojiaka
TPOMETaMMHA U HalpOKceHa (paszfen
«KonuyecTBeHHOE ONpeaeieHre»)

3 Clarity / llpo3paunocrts

Complies / CoorBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuesuus
npenapara He A0JDKHa TNPeBhiLIATh
OMaJIECUEHIMIO 3TANTOHA CpaBHEHus 1.

4 Color / IIgeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 nmpu jutnne BOJIHBI
430 uMm.

5 pH 7.37 From6.9t07.9./0t16,9 10 7,9.

Remarks: The Product confirms to ND/
[MTpumeuanne; [poaykT coorsercTryer TpeGosanuam HJJ

Conclusion: APPROVED /
3akmouenune: OJJIOBPEHO

Prepared by /
IMonrorosneno: Naresh Kumar

=

Checked by /
ITposepeno: Pardeep Kumar

L~

Approved by: Manager/Executive /
Onobpewno: Menemxep / Pyxo_}ao,ru-rrenh
Manoj Kumar

Reprint Date /
Hara:06.10.2022

Reprint Date /
MHara: 06.10.2022

Reprint Date /
Hara : 06.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul%t Nimf,‘irl?ﬁ]q}:c"%ﬁ meg/ml

Ipoaywr: Keropon' (KeTopoak) pacTBop AUisi BHYTPUBEHHOTO U Bi\ TPUMbILIEYHOTO BBEEHHUS, 30 Mr/ma
Batch No / : V220804 Batch Quantity / : 272727ampules /
Cepug Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001620342 Date of Analysis / : 06.10.2022
AHaauTHyeckuii oryer No Jara ananusza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jara npoussojgcrea I"'open mo

Analysis performed according ND / Ananu3s nposenen o HJI: JIT1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / Mexannueckue BKJIIOYEHUS

6A Visible particles /
BunyimMble yacTHlb!

Complies / CooTBercTByer

Should correspond to requirements. /
B cooTtseTcTBUH € TpeGOBaHMAMM.

6B Invisible particles /
HeBuauMeie yacTULbL:

Impurity B / Ilpumecs B

Impurity C / [Tpumecs C

Impurity D / [Ipumecs D

Any unspecified impurity /

i, Particles> 10 pm/ 10 not more than 6000 per ampoule /
Yactuu pazmepom > He 6osee 6000 Ha amnyny;
10 mkm

ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YacTuL pa3MepoM > He bonee 600 Ha amryJy.
25 MKM

7 Related substances / Poacrsennble npumecu
Impurity A / Tlpumecs A 0.15% not more than 0.20% / we 6Gonee

0,20 %;

Not Detected

not more than 0.50 % / He 6oyee
0,50 %;

Less than LOQ (LOQ = 0.033 %) / Husie
NpefeNa KONMNYECTBEHHOTO OnpeleNcHus
(IIKO = 0.033 %)

not more than 0.50 % / He 6onee
0,50 %,

Below Limit of Detection (LOD = 0.014 %) /
Husie npenena o6uapyxenus (110 = 0.014 %)

not more than 0.20% / He OGonee
0,20 %.

Not more than 0.20% / He 6ounee

HU3zenekaemplii 06bem

0.06%
Enunvgnas Hewnentuduup- 0,20 %.
POBaHHas NMPUMeECh
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npUMeceii 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomuHansHoro (1,0 M)

Remarks: The Product confirms to ND/
pumeuanue: Ipoaykt coorsercTsyer TpeboBarmsam HJJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneno: Naresh Kumar IIposepeno: Pardeep Kumar | Ono6peno: Menemkep / PyhOBO,ﬂ!lTEI]B
Manoj Kumar
‘f./ Qf—lf h’h@ﬁ/
Reprint Date / Reprint Date / Reprint Date /

Hata:06.10.2022

Hara: 06.10.2022

Hata : 06.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CEPTUDPHUKAT AHAJIM3A Tel : +91 98166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and intrumuaut.tE?ﬁ:‘h“{fé!&ﬁ?ﬁ?’;iﬁiﬂnlg.ﬁlnl ]
IMpoaykr: Ketoposi” (keToponak) pacTeop As BHYTPHECHHOO M BHYTPHMBILICHHOTO BBEACHHA, 30 MI/mi

Batch No / : V220804 Batch Quantity / ¢ 272727ampules /
Cepust Ne Oo6bem cepun 272727 amityn
Analytical Report No / : 890001620342 Date of Analysis / : 06.10.2022
AHanuTH4ecKuil oTyer No Jara ananusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jara npoussojcrea I'ogen no
Analysis performed according ND / Anaaus nposegen mo HJI: JI[1-001365-170222

Page3 of4/Crp.3u3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbakTepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 EDQ/mr
9HIOTOKCHHBI KETOpoNaka TpOMETaM1Ha.

10 Sterility (every 15th batch) / Must be sterile. / _Z[OJ'DKCH ObITb

CrepunbHocTsb (00151 Kaxa0#H COMPLIES CTEPUIIBHBIM.
15-0ii cepun)
11 Assay / KonnuecTBenHoe 29.59 mg /29.59 mr From 270mg to 33.0mg of
onpejeneHue CisHisNO3 C4H; NO; (ketorolac

tromethamine) per 1 mL. / Or 27,0 mr,
no 33,0 Mr C|5H13N03‘ C4H1 1NO3
(keToposaka TpoMeTaMuH) B 1 M.

12 Alcohol content / dTanon 11.52 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeuanne: Ipoaykr cootBeTcTBYeT TpeGoBanusam HJ[

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
[Moaroroeneno: Naresh Kumar

:
M
=~

Checked by /
IMposepeHno: Pardeep Kumar

<t

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Manoj Kumar ' f

Reprint Date /
Hara:06.10.2022

Reprint Date /
Hara: 06.10.2022

Reprint Date /
Hara : 06.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




@ e
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDi|A

CEPTUDPUKAT AHAJIU3A Tel : +91 98166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and immmuscuJ;‘i‘f“'ﬁ“ggﬁﬁgﬁ{5 mg/ml I

Mpoxykr: Ketopoa™ (ketoponak) PAcTBOP 0151 BHYTPHBEHHOIO H BHYTPHMBILIEYHOTO BBEACHHUS, 30 Mr/mn
Batch No / 1 V220804 Batch Quantity / ¢ 272727ampules /
Cepusz Ne Ob6nbem cepiin 272727 amnyn
Analytical Report No / : 890001620342 Date of Analysis / : 06.10.2022 B
AHanuTHYecKHi oTyeT Ne JlaTa a”HaM3a

Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2025

Hara npoussojcrsa T'oxen 1o -

Analysis performed according ND / Ananu3s nposesen no HJI: JIT1-001365-170222

Page4of4/Crp.4u3 4

13 Packaging / Ynakoeka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 wMn B amnynsl w3
CBETO3alMTHOIO cTeka
kopuuHeBoro knacca I (USP). B
BEPXHEH YacTH aMIlyjibl HaHECEHb!
KONbLIO W TOYKa Uil pazioma. Ha
amIyNly HakJIEHBAIOT ATHKETKY.

[To 10 amnynm ¢ uHCTpykumeil no
NPUMEHEHUIO HOMELIAI0T
g [IBX/amomunuesbtii Gnvcrep.

ITo 1 6nucTEPY B MaYKy KAPTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

IMlo 1 wMa B avmnoynsl M3
CBETO3AILMTHOTO CTEKJIa KOPUYHEBOIO
UM TEMHO-KODHUYHEBOTO  lIBETa
knacca I (USP). B BepxHeii uactu
amIyJjibl HaHEeCEHbl KOJbLO M TOYKa
105 pasioma. Ha ammysly HaknengaroT
3THKETKY.

[To 10 ammyn c¢ uHCTpykuMeil Mo
MPUMEHEHHIO MOMEILAIOT
g [IBX/amomuHuesbliii 6aucTep.

ITo 1 6nMcTepy B Mauky KapTOHHYIO;
AN cTauMoHapoB: mo 2, 3, 5
ONHCTEPOR B MAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootsetcTsuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amiuimeHHOM
OT CBETa MECTE MpHU TeMIIepaType He Boile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox rognocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[pumeuanue: [ponykT cooTBereTayet Tpeboparuam HJT

Conclusion: APPROVED /
3axmwouenune: OJJOBPEHO

Prepared by /
IloarorosneHo: Na;‘;ﬁll Kumar

*“

it

Checked by /
IIposepeno: Pardeep Kumar

>3

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens
Manoj Kumar

Ofusd

Reprint Date /
HMara:06.10.2022

Reprint Date /
Hara: 06.10.2022

Reprint Date /
Hata : 06.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



