Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDUKAT AHAJIM3A www.drreddys.com

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

Ipoayxr: KeTopos" (KeToposiak) pacTBOp Ulsi BHYTPMBEHHOTO M BHYTPUMbILIEYHOrO BBeieH s, 30 Mr/ma
Batch No / 1 V220813 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / - 890001627383 Date of Analysis / : 09.11.2022
AHaIuTHYECKH I oT4yeT Ne JlaTa apanu3za

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jlara npou3BoACTBA I'ogen g0

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222

Page 1 of 4/ Crp. 1 n3 4

1}? Test / [TokasaTenn Results / PezyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblit 6ecLBETHBIH pacTBOP. / Tlpospa4Hbiii OecUBETHBI WK
CBETJIO-KENThII pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IMopyiMHHOCTB 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) / Bpemena | (Assay  section) / Bpemena
YIEPKHUBAHHS OCHOBHBIX IMHKOB Ha | YACP)KMBAHHS OCHOBHBLIX ITHKOB Ha
XpoMaTorpamme HCMLITYEMOTO | XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMeHaM | pacTBOpa MOJDKHbI COOTBETCTBOBATH
yAEP)KHBAHHA OCHOBHBIX NHUKOB Ha | BpPEMEHAM YIEpP)KUBAHUA OCHOBHBIX
XpoMaTorpamme CTAHAAPTHOTO | MUKOB Ha XpoMaTorpamme
pacTBOpa KeToponaka TPOMETaMHHa | CTaHAApTHOTO pacTBOpa KETOpOJaKa
" HanpokceHa (pasmen | TpomeraMMHa M HampokceHa (pazien
«KonHuecTBEHHOE OMpeNieNIeHUE») «Konu4ecTBEHHOE OMPEIENICHHE)

3 Clarity / llpospauHocTh Complies / CooTBEeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuusA
npemnapara He 0KHA NPeBbIIaTh
ONaJleCUEHIMIO 3TalloHa cpaBHeHus L.

4 Color / LigeTHOoCTH 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npy JUTHHE BONHEI
430 HM.

) pH 7.33 From69t079./0169 no 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilponykr coorBeTcTBYET TpeboBaHuaM HJ] 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Naresh Kumar I[Mpoeepeno: Pardeep Kumar | Onobpeno: Menemsxkep / PykosoauTens

Kusum Lata Gt
B =
Reprint Date / Reprint Date / Reprint Date /
Hata:09.11.2022 Hara: 09.11.2022 Hata : 09.11.2022

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

CIN: L85195AP1584PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A www.drreddys.com

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

Hpoaykr: Keropon" (keToposiak) pacTBOp JUisi BHYTPUBEHHOTO U BHYTPUMBILIEYHOro BBEAEHHS, 30 mMr/mi
Batch No / : V220813 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001627383 Date of Analysis/ : 09.11.2022
A”anurndeckui oruer Ne Jara ananu3za

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jara npou3BoacTBa Tomen no

Analysis performed according ND / Anann3 nposeaen no HJI: JII1-001365-170222

Page2 of 4/ Crp. 2 u3 4

6 Particulate matter / Mexanuyeckue BKJIYEHNUS

Should correspond to requirements. /
B cooTBeTCTBHH ¢ TpeOOBaHMAMM.

6A Visible particles /
Buaumele 4acTHLb

Complies / CooTBeTcTBYET

6B Invisible particles /
HeBUaNMbIC YACTULIBL:

i. Particles > 10 um/ 33 not more than 6000 per ampoule /
YacTuu pasmepom > He 6onee 6000 Ha amnyy;
10 Mxm
il. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUll pa3MEPOM > He 6oniee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIe npuMecu
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He OGonee
Hinxe npenena abuapyncernis (11O — 014 %) 0.50 %:
Impurity C / ITpumecs C not more than 0.50 % / He OGonee
Less than LOQ (LOQ = 0.033 %) / Huce 0.50 %:
npcaena KONMYECTBEHHOro onpeacncHus ? 05
Impurity D / Tlpumecs D (TKO =0.033 %) not more than 0.20 % / nHe Oonee

Below Limit of Detection (LOD = 0.014 %)/ | 0,20 %.

Hinke npenena oduapyxcenus (110 = 0.014 %)

Not more than 0.20 % / He Gonee
0,20 %.

Any unspecified impurity /
EnuHuyHas HeuaeHTuhUIu- 0.07%
pOBaHHas MPHMECH

Not more than 1.50 % / He 6onee
1,50 %.

Total impurities / Cymma 0.27%

npuMecei

Conclusion: APPROVED /
3akmaroyenune: OJJOBPEHO

Remarks: The Product confirms to ND/

[Tpumeuanwue: IlpoaykT cooTBercTBYeT TpeGopanusm HJJ
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Naresh Kumar ITpoBepeno: Pardeep Kumar | Onobpeno: Menemkep,/ PykoBoaurens

@ { Kusum Lata NN

P

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Jara : 09.11.2022

Reprint Date /
Jara:09.11.2022
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W}duct 2/

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

Hpoayxr: KeTopon™ (keTopoJsiak) pacTBOp /ijisi BHYTPUBEHHOTO W BHYTPHUMBILIEYHOrO BBEAEHHs, 30 Mr/m
Batch No / : V220813 Batch Quantity / : 272727ampules /
Cepusn Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001627383 Date of Analysis / : 09.11.2022
AnajguTHueckHii oryet Ne JaTta anaanza

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

Jarta npounssoacTea I'open no

Analysis performed according ND / Ananns nposeaen no HJ/I: JII1-001365-170222

Page3 of 4/ Ctp. 3 u3 4

8 Extractable volume /
H3Bnekaemblii 06bem

1.0ml/ 1.0 Mn

Not less than label claim (1.0 mL) /
He menee nomubanshoro (1,0 mn)

9 Bacterial endotoxins /
bakTepuanbHble
HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 EDQ/mr
KeToposaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepuabHOCTD (A1 KaXA0iH
15-oii cepun)

COMPLIES

Must be sterile. / JlokeH ObITh
CTEPUITLHBIM.

11 Assay / KonuyecTBeHHoe 29.48 mg /29.48 mr From 27.0mg to 33.0mg of
onpeaeneHue C5H;3NO5 CsH | INO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13NO3'C4H1|NO3
(xeToponaka TpoMeTaMuH) B 1 mJ1.
12 Alcohol content / ITanon 11.46 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

Ilpumeyanue: [ponykT coorBeTcTBYeT TpeboBanuam HJJ

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Naresigumar [Ipoeepeno: Pardeep Kumar | Onobpeno: Menemiep / PykoBoaurens
R ~
'"{ — Kusum Lata 8 N2
Reprint Date / Reprint Date / Reprint Date /

Harta:09.11.2022

Jara: 09.11.2022

Jlata: 09.11.2022
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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
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/m!
IIpoaykr: Keropon® (keToponak) pacTBop Ajisi BHYTPUBEHHOIO M BHYTPUMBILLIEYHOTO BBEAEHUSA, 30 mr/mn
Batch No / : V220813 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001627383 Date of Analysis / : 09.11.2022
Ananntuyeckuii oryer Ne JlaTa ananusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jara npousBojacTea Togen o
Analysis performed according ND / Ananu3s nposenen no HJI: JITI-001365-170222

Page4 of 4/ Crp. 4u3 4

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. /

[lo 1 w™Mn B amnoyinsl M3
CBETO3aLUMTHOTO CTeK1a
kopuuneporo kmacca I (USP). B
BEpXHEH 4acTH aMIynbl HaHECEHBI
KONbLIO W TOYKa IUis pasiioMa. Ha
aMITyJ1y HaKJIEHBaIOT STHKETKY.

[To 10 ammyn ¢ MHCTpYKLUWEH IO
MPUMEHEHHIO MOMEUIAIOT
B [IBX/antomuuueBsiii G1uctep.

Ilo 1 6aucTepy 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. /

[lo 1 wMn B aMmnynsl u3
CBETO3AIUTHOTO CTEKIIa KOPUYHEBOTO
AT TEMHO-KOPWYHEBOTO  LBETa
knacca I (USP). B BepxHell yactu
amnyJjbl HaHEeCeHbl KOJNBLO W TOUYKa
JUIs1 pasjioMa. Ha amnyiy HakJieuBatoT
ITHUKETKY.

I[To 10 amnyn ¢ HMHCTPYKLMEH 0O
MPUMEHEHHIO NoMearoT
B [IBX/amomunueBslii GHCTEp.

[To 1 6nucTepy B nauky KapTOHHY1O;
Iisi  cTauuMoHapoB: mo 2, 3, 5
OJIMCTEPOB B NAYKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
OT CBeTa MecCTe NpH TeMnepatype He Briiie 25 °C. He 3aMopaxuBaTs.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT cooreeTcTBYET TpebopanusmM HJJ

Conclusion: APPROVED /
3akarwuenne: OJOBPEHO

Prepared by /
IMoxaroroBneHo: Nareshéumar

3

(2

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep / \PYKOBOAHTEND
Kusum Lata o

Reprint Date /
JaTa:09.11.2022

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Jata : 09.11.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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