Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoayxkr: Ketopon" (keToposnak) pacTBOp JJIsi BHYTPUBEHHOTO U BHYTPUMBILIEYHOTO BBeAEHHS, 30 Mr/mi1
Batch No / : V220972 Batch Quantity / : 272727ampules /

Cepus Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001630662 Date of Analysis / 1 26.11.2022 |
ApanuTnyecku oruer Ne JlaTa aHanm3a

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

Jara npou3BoACTBa T'ogen no

Analysis performed according ND / Anannu3z nposenen mo H/: JII1-001365-170222

Page1of4/Crp.1n34

ITpo3pauHblii GecLBETHBIH pacTBOP.

‘1:.? Test / Tloka3zaTenb Results / Pe3yabTaTbl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paunsiii OGecLBETHBIH WM
CBETJO-XKENTHIH pacTBop.

2 Identification /
IMogavHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YOEPXKMBAHUS OCHOBHBIX [THKOB HA
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yAepXUBAaHUS OCHOBHBIX ITHKOB Ha
XpoMarorpamme CTaH/IapTHOTO
pacTBOpa KETOpoaka TPOMETaMUHA
H HalpoKceHa (pazpmen
«KonuuecTBeHHOE ONpeneneHue»)

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
yNCPKUBaHUsA OCHOBHBIX ITMKOB Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBopa [OJKHBI COOTBETCTBOBATb
BpPEMEHAM YAEPXKMBAHUS OCHOBHBIX
TMKOB Ha XpOMaTorpaMmme
CTaHJApPTHOTO pacTBOpa KETOpojiaka
TpOMeTaMHHa W HampoKceHa (pazien
«KonuiecTBeHHOE ONpeleNeHue»)

3 Clarity / Ilpo3pa4yHocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
nul exceed vpalescence vl elerence
suspension . / OnanecueHuus
npenapara He JOJKHa MPEeBbIILaTh
OTATECLEHLHUIO 3TAJIOHA CpaBHeHus L.

4 Color / I1peTHOCTDB

0.05

5 pH

7.28

Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu gin1He BOJIHBI
430 uM.

. From 6.9t07.9./016,9 10 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogykT cooTBeTcTRYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmwuyenne: OJOBPEHO

Jara:26.11.2022

Jara: 26.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarororneno: AnkajVerma IIposepeno: Ramakan{i OnobpeHo: Menemxep / Pymaqgmenb
. Manoj ]
/R/ /@thﬂv/ anoj Kumar \}M
Reprint Date / Reprint Date / | Reprint Date /

Hara: 26.11.2022

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
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykT: Ketopon" (keToposak) pacTBop Ajisi BHYTPUBEHHOTO M BHYTPHMBILLEYHOTO BBEACHHS, 30 MI/mi '
Batch No / : V220972 Batch Quantity / : 272727ampules /
Cepns Ne Ob6Bem cepun 272727 amnyn
Analytical Report No / : 890001630662 Date of Analysis / : 26.11.2022
AHanuTHyeckuil oTyeT Ne Jara ananusa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jlara npou3BoACTBa T'ogen no
Analysis performed according ND / Auanus nposenen no HJI: JI[1-001365-170222
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6 Particulate matter / Mexanuveckue BKJIIOYEHUs
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Buaumele yacTuip! B cooTBeTcTBMM C TpeOOBaHUAMH.
6B Invisible particles /
HeBuanumble 4acTHLIBI:
i. Particles > 10 pm/ 53 not more than 6000 per ampoule /
YacTtuy pasmepom > He Gonee 6000 na ammyy;
10 MM
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
4acTUL pa3MeEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBennsie npumecu
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Goiee
0,20 %;
Impurity B / Ilpumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / He Oosee
Hwxe npenena obHapyxenus (I10O = 0.014 %) 0.50 %:
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.033 %) / Hivxe not more than 0.50 % / He 6onee
npeacna KOJMYECTBEHHOI 0 ONpPEIENCHUA 0 50 0/ .
(ITKO =0.033 %) b= g
Impurity D / TTpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / ue 6Gonee
Huxe npenena obuapyxenus (I10 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6oinee
Enunnunag HeuneHTUGUILN- 0,20 %.
pOBaHHasA TPHMeEChH 0.07%
Total impurities / Cynvima 0.27% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %.

Remarks: The Product confirms to ND/
IIpumeuanue: IIponyKT cooTBeTcTBYET TpeGopaHuaM HJT

Conclusion: APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoBneno: Ankaj Verma Iposepeno: Ramakant OnobpeHo: Menemkep / Pykosoaures

K_ ) o1t Manoj Kumar L}w
Reprint Date / Reprint Date / Reprint Date /

Hara:26.11.2022

Hara: 26.11.2022

Jara : 26.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon" (keToponak) pacTeop Ajs BHYTPUBEHHOTO W.BHYTPUMbILLEYHOFO BBEIEHHS, 30 Mr/mi
Batch No / 1 V220972 Batch Quantity / : 272727ampules /
Cepust Ne O6Bem cepuu 272727 amnyn
Analytical Report No / : 890001630662 Date of Analysis / : 26.11.2022
Anannrnyeckuii oryet Ne Jdara ananu3za

Date of Manufacture / : Nov.2022 Date of Expiry / ¢ Oct.2025
Jarta npou3BoacTBa I'open oo

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-170222
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
U3BJiekaemblii 00beM He menee HomuHanbHOro (1,0 Mit)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 EQ/mr tromethamine. / He Gonee 5,8 ED/Mr
IHAOTOKCHHBI KeTOpoJiaka TpOMEeTaMH1Ha.

10 Sterility (every 15th batch) / Must be sterile. / Jlomken O6bITH
CTepuibHOCTL (A9 KaskAo# COMPLIES CTEPUIIBHBIM.
15-0ii cepun)
11 Assay / KosinuecTBeHHoOe 29.63 mg/29.63 mMr From 270mg to 33.0mg of
onpeaesicHue CisH13NOj3: C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pice} 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMuH) B 1 min.
12 Alcohol content / tanon From 10.60 % to 12.60 %. /
11.51 % Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

Ilpumeuanue: [ponykTt cooTseTcTByeT Tpebopanusm HJJ
Prepared by /
[MToaroroeneHo: Ankaj Verma

Checked by /
Iposepeno: Ramal:‘ant

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonuresns
iy Manoj Kumar 4

/

Vsl

Reprint Date /
Hata:26.11.2022

Reprint Date /
Jata: 26.11.2022

Reprint Date /
Jara : 26.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoaykrT: Keropon” (keToposiak) pacTBop /uisl BHYTPHBEHHOIO W BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/Mi
Batch No / : V220972 Batch Quantity / : 272727ampules /
Cepusa Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001630662 Date of Analysis / 1 26.11.2022
ApaauTHYecKHH oTyeT Ne Jara ananuza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jara npousBojacTBa I'ogen oo

Analysis performed according ND / Auanus nposeaen no HJI: JII1-001365-170222
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13 Packaging / Ynakoska

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. /

[Mlo 1 wMn B amOoynsl u3
CBETO3ALIUTHOTO cTeKna
kopuunesoro knacca I (USP). B
BEPXHEH 4YacTH amnyyibl HaHECEHBI
KOJIbLIO M TOYKa Ay pasnoma. Ha
aMIIyJly HaKJIeHBalOT 3TUKETKY.

ITo 10 ammyn ¢ HHCTpyKUMe#t mo
MIPUMEHEHUIO MOMEILAIOT
B [IBX/amomuHueBbIit OnucTep.

ITo 1 6nucrepy B mauky 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. /

flo 1 wMn B ammoynsl  u3
CBETO3AIUTHOI'O CTEKId KOPUYHEBOTO
WM TEMHO-KODHUYHEBOIO  IBETa
knacca 1 (USP). B BepxHeli uacTH
amIyJibl HaHeCceHbl KOJBIO M TOYKa
Iuts pasnoma. Ha aMmnysiy HakJienBaroT
ITHKETKY.

Ilo 10 aMmyn ¢ MHCTpYKUHMEH M0
HOpUMEHEHHIO MOMEINAIOT
B [IBX/anoMuHueBbI GnucTep.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO,
Ul craudoHapo: mno 2, 3, 5
6JIMCTEPOB B MAYKy KAPTOHHYIO.

14 Labelling / Mapxkupobsxa

Avcurdiug to ND /B covrsercrsumn ¢ HJL.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHoM
OT CBETa MeCTe IIpU TeMIieparype He Bbille 25 °C. He 3amopaxuBaTth.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[Tpumenuanue: Iponykr cooteercTyeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IloarororneHo: Ankaj Verma

R

Checked by /
[Tpoeepeno: Ramakant

W

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaureb
Manoj Kumar /i

Reprint Date /
Hara:26.11.2022

Reprint Date /~
Hara: 26.11.2022

Reprint Date /
Jara : 26.11.2022
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