Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
EFormulation Unit-G

Vill. Knot, iNaiagarh Road, Baddi,
Diste. Soian, H.P., 173 205, INDi 2
Tel : +91 98166 56001-02
www.drraddys.cons

CEPTNOUKAT AHAJIHU3A
Product : / Ketoro] (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon® (keTopo/ak) pacTBOp Jjuisl BHYTPMBEHHOIO M BHYTPUMBILIEYHOrO BBeAeH s, 30 Mr/ma
Batch No / 1 V230054 Batch Quantity / : 272727ampules /
Cepus Ne Oo6Bem cepun 2727277 amnyn
Analytical Report No / : 890001643154 Date of Analysis/ : 31.01.2023
Ananurnyeckuii oTdyer Ne Jara ananuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTa npousBoacTBa I'ogen po
Analysis performed according ND / Ananusz nposexen mo H/A: JI[1-001365-170222

Pagelof4/Ctp. 1 u3 4

1}3 Test / [ToxazaTennb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear light vellow solution. / | Clear colorless to pale yellow solution.

ITpo3paunslii CBETJIO-KENTBIH /  Tlpospaunbili OeCUBETHBIM HiH
pacTBop. CBETI0-XKENThI pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks

IToanAuHHOCTD peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / Bpemena
YAEPXKUBAHUS OCHOBHBIX IIMKOB Ha | YAEPXKHBAaHHA OCHOBHBIX IIHKOB Ha
XpoMaTorpamme UCOBITYEMOTO | XpoMaTorpamme UCIILITYEMOTO
pacTBoOpa COOTBETCTBYIOT BPEMCHAM | pacTBOpa AOJDKHBI COOTBETCTBOBATH
VIEPKMBAHHA OCHOBHBIX MWKOB Ha | BpeMeHaM YAEP)KUBAHUS OCHOBHBIX
XpomartorpaMmme CTaHIAPTHOTO | THKOB Ha XpoMaTorpamme
pacTBopa KeToposiaka TpOMETaMHHa | CTaHIAapTHOrO pacTBopa KETopoJiaka
)i HanpokceHa (pasmen | TpoMeTaMMHa M HanpokceHa (pasnen
«KonnuecrseHHOE onpeaeneHne») «KonuuecTBEHHOE ONpeneeHHEN)

3 Clatitly / Dpuspaunuviin Cutplics / Cuuipuivisyut The upalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuyus
npenapara He JOJKHA NPeBbIaTh
OTANIECUEHIIUIO YTA0HA CpaBHEHUA L.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu JUTHHE BOJIHBI
430 uM.

5 pH 7.37 From6.9t07.9./016,9 no7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Iponykr coorsercTByeT TpeboBaHusm HJI 3akmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneno: Pardeep Kumar [Mposepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykosogureins

Qﬁ’/ Manoj Kumar A Lu«?
Reprint Date / Reprint Date / Reprint Date /
Jata:31.01.2023 Hara: 31.01.2023 Jara : 31.01.2023

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mailévdrreddys.com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. ¥hol, Malzgart: Road, Badci,
Distc Solan, H.2, 172 205, INDi A

Tal: 491 98166 556001-02

www. drreddys.com

CEPTUPHUKAT AHAJM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon“ (keroponak) pacTsop A1 BHYTPUBEHHOTO U BHYTPUMBILLEYHOTO BBEACHHMS, 30 MI/mu
Batch No / : V230054 Batch Quantity / 1 272727ampules /
Cepusi Ne ObbeM cepun 272727 amnyn
Analytical Report No / : 890001643154 Date of Analysis / : 31.01.2023
AnanuTu4yeckuii oruer Ne Jara anannsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTta npous3BoacTBa I'ogen go

Analysis performed according ND / Anasus nposeaen mo HJI: JIM-001365-170222
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6 Particulate matter / Mexanu4deckue BKIKOYEHUS

6A Visible particles /
Buanmble yacThlIp!

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTtBeTcTBUU C TpeOOBAHUSIMHU.

6B Invisible particles /
HeBuaumeie 4acTHUURI:

Impurity B / Ipumecs B

Impurity C/ Hpumecs C

Impurity D / [Tpumecs D

Any unspecified impurity /
Enuxuinas HeuaeHTHOUITN-
pOBaHHas MPHUMeCh

1. Particles > 10 pm / 09 not more than 6000 per ampoule /
Yacrtuy pazmepom > He 6onee 6000 Ha ammyy;
10 mxm

. particles > 25 pm / 00 not more than 600 per ampoule /
YaCTULL Pa3MEPOM > He 6osee 600 Ha amnyny.
25 MKM

7 Related substances / PoncTeeHHb1e NpuMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20% / He Gonee

0,20 %j;

Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He 6oJjee
Hinke npenena obHapyxenus (110 = 0.014 %) 0.50 %:
E Ed

Less than LOQ (LOQ = 0,033 %) / Hie
npeaena KOIMYECTBEHHOrO OnpeaeneHlis
(ITKO =10.033 %)

Below Limit of Detection (LOD = 0.014 %) /

not more than 0.50% / He Ooiee
0,50 %;

not more than 0.20 % / He OoJee

Huxe npenena obHapyxenus ([10 = 0.014 %) 0,20 %.

0.06%

Not more than 0.20 % / He 6oee
0,20 %.

Remarks: The Product confirms to ND/

IIpumeuanue: IIponykr coorBeTcTRYET Tpeboranusam HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

Checked by /
IIpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxep / Pykosomirens

Manoj Kumar Y ' V
DL

Reprint Date /

Hara:31.01.2023

Reprint Date /
Hata: 31.01.2023

Reprint Date /
Jlara : 31.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills. Hydcimbad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2229, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories L id,
Faormulation Unit-5

Vili. Khol, Nalagarh Road, Badd!;,
Distt. Solan, H.P., 173 205, INDiA
Tel : 491 98166 56001i-02
wwiw.drreddys.com

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroponak) pacTBop Juisi BHYTPUBEHHOTO W BHYTPHMbILLEYHOTO BBeASHHS, 30 Mr/mn
Batch No / : V230054 Batch Quantity / + 272727ampules /
Cepna Ne O6nem cepuu 272727 amnyn
Analytical Report No / : 890001643154 Date of Analysis / : 31.01.2023
Ananurndecknii oTuer Ne JlaTa ananu3za
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npousBoacTBa I'oaen no
Analysis performed according ND / Ananns nposeaen mo HJI: JI11-001365-170222

Page3 of4/Crp.3u3 4

H3enekaemblii 00Lem

Total impurities / Cymma 0.31% Not more than 1.50 % / He 6onee
npumecel 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /

He mMeHee HoMuHanbsHOTO (1,0 M)

9 Bacterial endotoxins /
BakrepuanbHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDQ/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KETOpOoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepHJIbLHOCTD (/151 KAk 0
15-oit cepun)

COMPLIES

Must be sterile. / JloiokeH OBITb
CTEPHUIILHBIM.

11.88 %

11 Assay / KonnyectBeHHOe 29.63 mg/29.63 mr From 27.0mg to 33.0mg of
onpeaeleHue Ci5sH13sNO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pate; 33,0 MI C15H13NO3'C4H||NO3
(xeToponaka TpOMETaMHH) B 1 MJL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
ITpumeyanue: Ilpoaykr cooteeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Saxawuenne: OJOBPEHO

Prepared by /
[loaroroeneno: Pardeep Kumar

Checked by /
[Ipoeepeno: Himesh Kumar

L

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosojyrens
Manoj Kumar h;(u;ﬁ

Reprint Date /
Hara:31.01.2023

Reprint Date /
Jlara: 31.01.2023

Reprint Date /
Hara : 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 4500 2929, Email: mailddrreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 't
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi;,
Disti. Solan, K.P., 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

AHaauTHYecKHi oTuet No

Jlara anannza

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon™ (keToponak) pacTBop Ulst BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEACHHMS, 30 MI/MiT
Batch No / 1 V230054 Batch Quantity / 2 272727ampules /
Cepus No Oo0nbem cepun 272727 amnyn
Analytical Report No / : 890001643154 Date of Analysis / : 31.01.2023

Date of Manufacture /
lara npoussojicrea

: Jan.2023

Tojgen no

Date of Expiry /

: Dec.2025

Analysis performed according ND / Auaanz nposenen no HJI: JI[1-001365-170222

Page4of4/Crp.4uz 4

13 Packaging / Ynakoska

I 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. /

I[lo 1 wMn B aumnyisl u3
CBETO3aLIUTHOTO cTexsia
KopuyHeroro kjacca I (USP). B
BEPXHEH YacTH amMIynb! HaHEeCEHI
KOJIBIO M TOYKa Juisl paszjioma. Ha
amIlyy HakJIeHMBalOT 3THKETKY.

Ilo 10 amnyn ¢ wHCTpykuueil mo
NPUMEHCHHIO NOMEaT
B [IBX/amomuHneBb1i Gauctep.

[To 1 GnucTepy 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. /

Ilo 1 wMI B aMoynsl 3
CBETO3AILUTHOTO CTEKJIa KOPHYHEBOTO
HIH ~ TEMHO-KOPMYHEBOI'O  LBETa
kmnacca I (USP). B BepxHeii gacTtu
aMNyJbl HAaHECEHbl KOJbLIO M TOYKA
Ui pa3noma. Ha amnyny HakiienBaror

ITHKETKY.
[To 10 ammyn ¢ WHCTPYKIMEH mo
NPUMEHEHUIO MOMEIIAIOT

B [IBX/anmomuHueBklii Gnuctep.

ITo 1 6nucTepy B mayKy KapTOHHYIO;
InA  cTalyodapus. uo 2, 3, S
OUCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootsetctBum ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumeHsom
OT CBETA MECTE NpH Temneparype He Boie 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
Tpumeuanue: [ponykr coorsercrayeT Tpe6opanuam HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

=

Checked by /
I[Tposepeno: Himesh Kumar

C::J,_’f““\

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosojurens

Manoj Kumar }'&;LJ—

Reprint Date /
JHara:31.01.2023

Reprint Date /
Hara: 31.01.2023

Reprint Date /
Hara : 31.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad -

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



