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CERTIFICATE O ANALYSIS

Lr. Reddv's Labaratories Lid
formuiation Unit-5

vili. Ikhol, Nalagarh Road, Baddj,
Distt. Solan, F.P., 173 205, INDt .2,
Tel : +91 98166 56001-02
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CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[Ipoxykr: Ketopon" (keToponak) pacTBop Ajis BHYTPUBEHHOTO W BHYTPHMBIIEYHOrO BBEACHUA, 30 mr/mn
Batch No / : V230051 Batch Quantity / : 272727ampules /
Cepust Ne Obpem cepuu 272727 ammyn
Analytical Report No / : 890001643151 Date of Analysis / : 31.01.2023
AHanuTHYecKHi oTdyeT No llara anannsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jata npon3soacrsa I'onen oo
Analysis performed according ND / Ananu3 nposesen no HJL: JII1-001365-170222
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[Tpozpaunnblii CBETJIO-KEIThIH

pacTBop.

N_N:,) Test / [TokasaTens Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear lght yellow solution. / | Clear colorless to pale yellow solution.

/ Tlpospauublii GecuBeTHbIH WK
CBETIIO-XKEJITBIH pacTBOP.

2 Identification /
[MoaTMHHOCTbL

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
yIEePKUBAHMS OCHOBHBIX ITUKOB Ha
Xpomarorpamme HUCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yAEpXKHBAHUA OCHOBHBIX IIMKOB Ha
Xpomarorpamme CTaHAAPTHOTO
pacTBOpa KeTopojiaka TPOMETaMMHa
u HanpoKceHa (paznmen
«KonuvyecTBeHHOE ONPENIEIEHHEN)

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) / BpemeHa
YIEpXKUBAaHUsl OCHOBHBIX TMKOB Ha
Xpomarorpamme UCIILITYEMOTO
pacTBopa [IOJDKHBI COOTBCTCTBOBATH
BpeMeHaM YIEPKUBaHUS OCHOBHbBIX
MIHKOB Ha XpomaTorpamme
CTAHOApPTHOTO PAacTBOpa KETOpOJaKa
TpOMETaMMHa W HamnpokceHa (paznen
«KonnuecTseHHOE OTIpEeIEIEHUED)

3 Clarity / llpo3pa4HocTb

Complies / CooTBETCTBYET

The opalescence of the saiuple should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He TOJKHA IIPEBBILIATE
OTMAJIECUEHIIUIO 3TANOHA CpaBHEHHUA L.

4 Color / lleTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JuiMHE BOJIHB
430 Hm.

5 pH 7.36 From 6.9 t0 7.9./0t1 6,9 no 7,9,

Remarks: The Product confirms to ND/
ITpumeuanue: [IpopaykT cooTBeTcTBYET TpeboBanusam H/I

Conclusion: APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by /
IloarororneHo: Pardeep Kumar

L

Checked by /
ITpoeepeno: Himesh Kumar

Approved by: Manager/Exceutive /
Ono6peno: Menemkep / Pykosgaunrens
—wManoj Kumar Zlﬂ

Reprint Date /
Jata:31.01.2023

Reprint Date /
Jara: 31.01.2023

Reprint Date /
Jara : 31.01.2023

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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CEPTHD®PUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoayxr: KeTopon" (keToposak) pacTBOp /st BHYTPUBEHHOTO ¥ BHYTPHMbILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / : V230051 Batch Quantity / : 272727ampules /
Cepus Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001643151 Date of Analysis / : 31.01.2023
AHaauntHyeckKui oTuet No JlaTa anasin3za
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npoussoacrsa T'onen no
Analysis performed according ND / Auanun3s nposexes no H/: JII1-001365-170222
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6 Particulate matter / MexaHudeckue BKNWYEHHUs
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuaumMble yacTHIBI B cooTBETCTBHU C TPpeOOBAHUAMU.

6B Invisible particles /
HesupiMble 4acTHLBL:

i. Particles> 10 pm/ 05 not more than 6000 per ampoule /
Yacrtuy pazMepom > He Gosiee 6000 Ha amnyJy;
10 MKM
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YyacTull pa3MepoM > He 6onee 600 Ha amITyTTy.
25 MKM
7 Related substances / PoacTeennble npumecu
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [lpumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50% / He OGonee
Huxe npeaena obuapyxenus (110 = 0.014 %) 0.50 %:
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hike not more than 0.50 % / He Oonee
ApoaQia KOAMQUTRUINIOrY QNpaaenviiin U 50 Wo'

(TTKO = 0.033 %)

3 ()
Impurity D / [1lpumecs D Below Limit of Detection (LOD = 0.014 %) / not Iglore than 0.20 % / He OGosee
Huke npencna obuapyxeHns (110 = 0.014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He Oonee

EnunnuHas HengeHTUQHLHU- 0,20 %.

pOBaHHas MPUMECH 0.05%
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
TTpumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanusm HJI 3axumouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Pardeep Kumar ITpoeepeno: Himesh Kumar | Onobpeno: Menemkep / Pykosoautesns

df:/ C}éﬁ 7| Manoj Kumar }’J_}L J
- ) el

Reprint Date / Reprint Date / Reprint Date /
Harta:31.01.2023 Jara: 31.01.2023 Hara : 31.01.2023
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CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Lid.
rormulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: KeTopon" (keToposiak) pacTBOp A/ BHYTPHBEHHOIO M BHYTPHMBbILIEYHOTO BBCACHHA, 30 mr/mn
Batch No / : V230051 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001643151 Date of Analysis / : 31.01.2023
AHanuTHYecKdHd oTaeT Ne JlaTa anasu3za

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JlaTa npou3BoAcTBA Tonen go

Analysis performed according ND / Anauns nposeaen o HJI: JI1-001365-170222
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HU3BaexkaemMblii 00beM

Total impurities / Cymma 0.25% Not more than 1.50 % / He Oonee
npumecet 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee romunansHoro (1,0 mn)

CrepHJILHOCTH (ISl KAXKI0i
15-o0ii cepun)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHbie <=0.725 EDQ/mMr tromethamine. / He 6omee 5,8 ED/mMr
IHAOTOKCHHBI KETOpoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JomxeH OBITb

COMPLIES

CTEPHIBHBIM.

11 Assay / KonuyecTBenHoe 29.63 mg/29.63 mr From 27.0mg to 33.0mg of
onpeaeseHue C1sH1aNO3 C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
po  33,0mr CisHisNO; C4Hy NO3
(keToponaka TpoMeTaMHH) B 1 MIL.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /

11.68 %

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: Ipoaykr coorBeTcTByeT Tpeboanusm HJL

Conclusion: APPROVED /
3axmogenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Moarorosneno: Pardeep Kumar Iposepeno: Himesh Kumar | Ogo6peno: Menemxep / Pykosoguress
i C::L'/é Manoj Kumar &‘zﬁﬁi

Reprint Date / Reprint Date / Reprint Date /

Jlata:31.01.2023 Jara: 31.01.2023 Jara : 31.01.2023
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Vill. Khot, Nelagarh Road, Baddi,
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CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon" (ketoponak) pacTeop Ast BHYTPHBEHHOrO W BHYTPUMbILUEYHOTO BBeAeHUS, 30 Mr/mn
Batch No / 1 V230051 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001643151 Date of Analysis / : 31.01.2023
AHaysiuTnyeckui oryer Ne Jara ananusza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTa npousBoaCTBA Tomen oo
Analysis performed according ND / Ananu3s nposeaen no HJ1: JII1-001365-170222
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13 Packaging / YnakoBka

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. /

ITo 1 mMx B aMhoyasl M3
CBETO3ALUHTHOTO cTexIa
kopuyHeroro knacca I (USP). B
BCPXHEH 4acTH aMIlyJibl HAHECEHbI
KOJBLO M TOYKa 1M pasioma. Ha
aMITyJly HakJIEUBAIOT 3THKETKY.

ITo 10 amMmyn ¢ WHCTpyKLMei# 1o
NPHMEHEHHIO TIOMEINAoT
B [IBX/amoMUHHEBbII OnHCTED.

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. /

I[To 1 w™Mn B aMiyJsl W3
CBETO3aUIMTHOTO CTEKJIa KOPUUHEBOTO
WM~ TEMHO-KODUYHEBOIO  [BeTa
knacca I (USP). B BepxHeil uactu
aMITyNbl HAHECEHbI KOJbIO W TOYKa
[Uisi paznoma. Ha amiyny HakJieuBaroT
3THKETKY.

[To 10 ammyn c UWHCTpyKOHMEH 0O
IPHMEHEHHIO NTOMEUIAIOT
B [IBX/anmioMuHueBsbIii OucTeD.

ITo 1 6aucTepy B MauKy KapTOHHYIO;
Uls  crauMoHapoB: mno 2, 3, 5
611CTEPOB B MAYKY KAPTOHHYO.

14 Labelling / MapkupoBka

According to ND / B coorerctsuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiiensom
OT CBETa MeCTE NpHU TeMneparype He Boiwe 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpok rognoctn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogykr coorBeTcTBYET TpeboBanusm HJT

Conclusion: APPROVED /
3axnarwuenue: QJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep Kumar ITpoeepeno: Himesh Kumar | Ono6peno: Menemiep / Pykosogurens
oy o /
f _ . Manoj Kumar ))}M
Reprint Date / Reprint Date / Reprint Date /
Jara:31.01.2023 Hara: 31.01.2023 Jara : 31.01.2023
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