Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

| CEPTUOPHUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : / K etorol (Ketorolac) solution for intravenous and intramuscul MWW 8eesays39mhe/ml |
 IIpoaykT: Keropon™ (keroponak) pacTBOp Ajisi BHYTPUBEHHOIO H BHYTPHMbILIECYHOTO BBEACHHA, 30 Mr/mn
Batch No / : V220600 Batch Quantity / : 272727ampules /

Cepusa Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001610542 Date of Analysis / 1 22.08.2022
AHajJiuTHYECKHIT oTueT Ne JaTa aHanuza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JlaTa npoU3BOACTBA T'ozen no

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222

Page 1 of4/Crp.1u3 4

MoanuHHOCTDL

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yAEPXUBaHUS OCHOBHLIX ITMKOB Ha
Xpomarorpamme HCHBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yAepXUBaHU OCHOBHBIX ITTHKOB Ha
XpoMaTorpamme CTaHAPTHOTO
pacTBopa KeTopojiaka TpOMEeTaMHHa
u HarnpoKceHa (paznen
«KonuuecTBeHHOE ONPEAEECHHEN)

N " "
Noo Test / [TokazaTennb Results / PezynbTaTsl Specification / Hopma
1 Description / Onucanue Clear light vyellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHbiid ceeTno-xenthiti | / Ilpo3pauHblit OecuBeTHBI unu
pacTBop. CBETJIO-XKENThIH 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
yIOep)KHBaHUs OCHOBHBIX IIMKOB Ha
XpOMaTorpamme KCIILITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATb
BpeMeHaM YACPXXHMBAHHA OCHOBHBIX
TIHKOB Ha Xpomarorpamme
CTaHAAPTHOrO PAacTBOPAa KETOpOJaKa
TpOMETaMHHa UM HalpokceHa (paznen
«KOJIM4eCTBEHHOE ONPELeICHUEN)

3 Clarity / IlpospauHocTb

Complies / CootBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuys
Apenapara He JOJKHA NpeBbIlIaTh
OTaNeClieHUUIO 3TAIOHA CPAaBHEHHUA 1.

4 Color / IlBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpH 1UIMHE BOJHEI
430 M.

5 pH 7.34 From 6.9 t0 7.9. / OT 6,9 no 7,9.

Remarks : The Product confirms to ND/
[Mpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

[Toarorosneno: Pardeep Kumar [Tposepewno: Himesh Kumar | Onobpeno: Menemkep / Pykosoautes
= = ‘:;':E/é Manoj Kumar % ,_E.Lif-i-"

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.08.2022 Jata: 22.08.2022 Jara : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 23999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-G2

Product:/  Ketorol (Ketorolaz) solution for intravenous and intramusculi‘{‘f"i’fﬁ'&ffﬁﬂ?s)ﬁsw'i‘i‘lg/ml—___

IIpoaykr: Ketopon® (keToponak) pacTBOp [Uisi BHYTPUBEHHOIO M BHYTPHMbILIEYHOIO BBEACHHS, 30 mr/m
Batch No / : V220600 Batch Quantity / : 27272 7ampules /
Cepusi Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001610542 Date of Analysis / : 22.08.2022
ApaauTuyecKnii ordet No JaTta ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JaTa npon3BoaCTBA I'onen o

Analysis performed according ND / Anauu3 nposenen mo HJI: JITT-001365-170222
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6 Particulate matter / Mexanu4eckue BKJIIOYCHHS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
BunnmMble yacTHILbI B cootBeTcTBUU C TPeOOBAHUSAMMU.
6B Invisible particles /
HeBuIMMBIE YaCTHLbL:
1. Particles > 10 pm/ 184 not more than 6000 per ampoule /
YacTtui pasmepoM > He 6onee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm/ 08 not more than 600 per ampoule /
4yacTUL pa3Mepom > He Gonee 600 Ha aMnyny.
25 MKM
7 Related substances / PoacTBeHHbIe npumecu
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / we Gonee
Humxe npenena obHapykenus (10 = 0.50 %:
0.014 %) ’ ’
Impurity C / [Tpumecs C not more than 0.50 % / He Gosee
Less than LOQ (LOQ = 0.033 %) / Huxe 0.50 %:
npejaeia KOJMUCCTBCHHOTO ONpeac/IcHNA ? 05
Impurity D / Hpumecs D (HROI=0.035.%) not more than 0.20 % / He G6onee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huxe npeaena obuapyxenus (IO
i - . =0.014 %
Any unspecified impurity / %) Not more than 0.20 % / He 6onee
EnunmiHas HeuneHTuGuIn- 0.06% 0,20 %.
pOBaHHAs MPUMECH
Total impurities / Cymma 0.21% Not more than 1.50 % / He 6oxee
npumeceii 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
Uspnekaemblii 06bem He menee nomuHanbHoro (1,0 mi)

Remarks : The Product confirms to ND/

IMpumeuanue: [Iponykr coorBercTByeT Tpebopanusam H]L

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pardeep Kumar [Tposepeno: Himesh Kumar | Ono6peno: Meneaxep / Pykosoaurens
p’ Manoj Kumar } |
=l ‘@}5@,(/
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2022 MHara: 22.08.2022 Hara : 22.08.2022
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Dr. Reddy's Laboratories Ltd.

[ T
’ °@® Formulation Unit-6
Dr’ Reddy S ‘-. , Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  piit solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIN3A 7/ 491 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul ¥ 8CFGAY> 30 Thg/ml

Ipoaykr: Ketopon™ (keTopoiak) pacTBop A1 BHYTPUBEHHOTO H BHYTPHUMbILIEYHOIO BBEAEHHS, 30 Mr/mn
Batch No / : V220600 Batch Quantity / 1 272727ampules / o
|Cepust Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001610542 Date of Analysis / : 22.08.2022
Ananurnueckuid otuer Ne JlaTa anaauza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JaTa npousBoacTBA I'onen no

Analysis performed according ND / Anann3 nposenen mo HJI: JIIT1-001365-170222

Page 3 of4/Crp.3m3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepHanbHbIe <=0.725 E9/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeToposaka TpOMETaMHHa.

10 Sterility (every 15th batch) / Complies / CrepuieH Must be sterile. / JomkeH ObIThb
CTepHUIbHOCTD (MJIS KaXKA0i CTEPUIIBHBIM.
15-0ii cepun)

11 Assay / KonnuyecTBeHHOE 28.58 mg / 28.58 mMr From 27.0mg to 33.0mg of

onpejesicHHe CisH3NO;- C4H11NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
ao 33,0 MT C15H13NO3'C4H|1NO3
(keToponaka TpOMETaMHH) B 1 M.

12 Alcohol content / dTanos 11.44 % From 10.60 % to 12.60 %. /
Ot 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tlpumeuanue: [IponykT cootreTcTBYET TpeboBanusm H/I 3arxnouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Pardeep Kumar [Tposepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosoautens
2] " - K

crlf__’,_ C»é’/_\i Manoj Kumar M{ wl/L
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2022 Jara: 22.08.2022 Hara : 22.08.2022

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.con.
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Dr.Reddy’s ‘7..".

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

Vill. Kho!l, Nalagarh Road, Baddi,

Distt. Solan, H.F., 173 205, INDIA

CEPTUOUKAT AHAJIN3A Tel : 491 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul#MyY;86REHYS I0Mhg/ml
IIpoaykr: Keropon" (keToponak) pacTBOp Ajs BHYTPHBEHHOIO U BHYTPUMbILIEYHOrO BBeAeHU, 30 mMr/mn
Batch No / : V220600 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepuu 272727 amnyn
Analytical Report No / : 890001610542 Date of Analysis / : 22.08.2022
AHaaMTHYecKuii oTyer No JlaTa anaanza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
JlaTa npou3BogcTBa T'ogen mo
Analysis performed according ND / Ananu3 nposexen mo HJI: 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 wMn B aMoylsl U3
CBETO3aLLUTHOTO cTeKs1a
kopuuHeBoro knacca I (USP). B
BEPXHEH YacTW amIlynbl HaHECEHbI
KONbLIO M TOuYka Juisi pasnoma. Ha
aMryJTy HaKNeUBalOT ITUKETKY.

ITo 10 amnyn ¢ HWHCTpyKuUMed mno
NPHMEHEHHIO NOMeLIaloT
B [IBX/antoMuHueBblif 61ucTep.

[To 1 6aucTepy B NauKy 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. /

[lo 1 wMn B amnynsl 3
CBETO3ALUTHOTO CTEKIIA KOPUYHEBOTO
WiKM  TEMHO-KOPMYHEBOrO  liBeTa
knacca I (USP). B BepxHeill wacTtu
aMIyJbl HaHeCeHbl KOJbLO M TOYKa
1St pazfioma. Ha aMmmynny HakJeHBatoT
ITHKETKY.

ITo 10 ammyn c MHCTpYKLMEH MO
NpUMEHEHHIO nomeniaoT
B [IBX/anoMuHueBslii GnucTep.

ITo 1 6nucTepy B Mauky KapTOHHYIO;
ons  crauMoHapoB: mno 2, 3, 5
6JIMCTEPOB B MaYKy KApTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooTtBercTBuM ¢ H

A

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiumeHsom
OT CBETa MecTe MpH TeMIepaType He Bblie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roxHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTByeT TpedoBanusm HJJ

Con

clusion : APPROVED /

Sakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneHo: Pardeep Kumar IMposepepo: Himesh Kumar | Ono6peno: Menemxkep / Pykosoaurens
O‘L. Ci_’/_L Manoj Kumar \‘} N ue /
g 2 Mgl
Reprint Date / Reprint Date / Reprint Date /
Jlata: 22.08.2022 Jara: 22.08.2022 Hara : 22.08.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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