Dr.Reddy’s Q3¢

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

CERTIFICATE OF ANALYSIS 4 dys.com

CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAykr: Keropon® (keToposiak) pacTBOp /i BHYTPMBEHHOIO W BHYTPUMBILLEYHOTO BBeIeHHs, 30 Mr/mi
Batch No / : V230852 Batch Quantity / : 272727 ampules /
Cepus Ne O0nbem cepun 272727 amnyn
Analytical Report No / : 890001700855 Date of Analysis / : 15.11.2023
AHajJJuTHYeCKHH oTUeT No Jara anain3za
Date of Manufacture / : 10/2023 Date of Expiry / 3 09/2026
JlaTa npousBoacTea T'ogen no
Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-170222
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[TIpo3pauHblii OecLBETHBIH pacTBOp.

1;.00 Test / IlokasaTens Results / PesyabTaTbl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHslii O€CLBETHBIH WK
CBETJIO-KENTHIH pacTBop.

2 Identification /
IoaIMHHOCTD

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
yIEep)KUBAHHUS OCHOBHBIX IMHUKOB Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEPXXUBaHUS OCHOBHBIX IMHKOB Ha
XpOoMaTorpamme CTaHIAPTHOTO
pacTBoOpa KeTopoJyiaka TPOMETaMHHa
7l HanpoKceHa (paznen
«KonuuecTBeHHOE OnpeneieHHe»)

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
YACP)KUBAHUS OCHOBHBIX ITHKOB Ha
XpoMmarorpamme HCIIBITYEMOTO
pacTBopa [IO/KHBI COOTBETCTBOBATH
BpEMEHaM YAEpPXKUBAHUS OCHOBHBIX
MTHKOB Ha XpoMaTorpamMmme
CTaHAApTHOTO pPacTBOpa KETOpoyiaka
TpOMETaMHMHa ¥ HalpoKceHa (pa3iel
«KonvyecTBeHHOE OMpeeTeHUE))

3 Clarity / IIpo3pauHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHums
npenapara He JIOJDKHA IPEeBbILIATh
OTAJIECIIEHIIHIO 3TalOHa cpaBHeHus L.

4 Color / IIBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [uinHe BOJTHB
430 HM.

5 pH 7.31 From6.91t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
Ilpumeyanne: Ilpoaykt cootBercTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3aknwuyenne: OJJOBPEHO

Hara:15.11.2023

Jara: 15.11.2023

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

[Toarororneno: Pravesh Rana | Ilporepeno: Rama Kant Onobpeno: Menemxep / PykoRQauT
' it~ Manoj Kumar J@W

Reprint Date / Reprint Date ~ 7 Reprint Date / -

Jara: 15.11.2023

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.com

CIN: | 85195AP19R4P1 CNN4507
www.drreddys.com




Dr.Reddy’s Qi‘

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

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

CERTIFICATE OF ANALYSIS . . 4 dys.com

CEPTHO®UKAT AHAJIM3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykT: Kertopon® (xeToponak) pacTBOp [Uisi BHYTPHBEHHOTO W BHYTPHUMBILIEYHOIO BBeAeH s, 30 mr/mMn

Batch No / : V230852 Batch Quantity / : 272727 ampules /
Cepns No Oobbem cepuu 272727 amnyn
Analytical Report No / : 890001700855 Date of Analysis / : 15.11.2023
AHanHuTHYecKHii oTyeT Ne JNaTta anaau3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npoH3BoJCTBa Lonex 1o
Analysis performed according ND / Ananus nposeanen mo HJI: JI[1-001365-170222
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6 Particulate matter / MexaHu4YecKHe BKJIIOYeHUS

6A Visible particles /

BunauMble 4acTHULbI

Complies / CoOTBETCTBYET

Should correspond to requirements. /
B cooTBeTcTBUM ¢ TPEOOBaAHUSIMH.

IMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HJI

6B Invisible particles /
HeBumuMble 4acTULIBL:
i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
YacTuli pazmMepom > He 6onee 6000 Ha amnyiy;
10 Mx™M
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUl| pa3MeEPOM > He 6onee 600 Ha amITyJTy.
25 MKM
7 Related substances / PoacTBeHHbIe pUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / nHe 6onee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He Oonee
Hmxe npenena o6Hapyxenus (I1IO 0,50 %;
=0.014 %)
Impurity C / I[Tpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / ne Gonee
Hwxe npepena KoNM4eCTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / [Tpumecs D not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwxe npenena obnapyxenus (IIO
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHudHas HenaeHTU(QUIH- 0.06% 0,20 %.
pOBaHHas PUMeECh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

3axiarwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Pransh Rana | [IpoBepeno. Rama iI('an‘[
‘ Hupll

Reprint Date /
Jlata:15.11.2023

Reprint Daté/
Hara: 15.11.2023

Ono6peno: Menemxep / Pykosoaurefo

Manoj Kumar E Z‘“ 'Jl

Reprint Date / —
Jara: 15.11.2023

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
CIN: L85135AP1981PLC0O01507

www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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
www.drreddys.com

Product ; /

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

IIpoAyxkT: Ketopon® (keToposnak) pacTBOp Uil BHYTPUBEHHOTO M BHYTPHMBIIIEYHOIO BBeACHHS, 30 Mr/mn
Batch No / : V230852 Batch Quantity / + 272727 ampules /
Cepusi Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001700855 Date of Analysis / : 15.11.2023
AnaJIMTHYECKHH oTUeT No JaTta anaym3za

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

Jara OpoH3BOACTBA T'onen oo

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

WUssnekaemblif 00bLem

He menee HomuHansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnajbHbie <=0.725 EQ/mMr tromethamine. / He 6onee 5,8 ED/Mr
3HAOTOKCHHBI KEeTOpOJlaKa TpOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlokeH OBITDH

CTepuJIbHOCTD (U151 KaMAO0M
15-o0ii cepum)

CTCPHJIBHBIM.

11 Assay / KonnyecTBeHHOE 29.65 mg/ 29.65 mr From 27.0mg to 33.0mg of
onpeaesieHUue CisHi3NO3 C4H 1 NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
pis] 33,0 Mr C15H13NO3' C4H]1N03
(keToponaka TPOMETaMKH) B 1 MIL.
12 Alcohol content / ITaHoa 11.91 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTByeT Tpebopanusam HJI

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IToarotoeneno: Pravesh élana

Checked by /

ITpoBepeHo: ﬁjﬁm

Approved by: Manager/Executive /
OnobpeHno: Menemxkep / PykoponuTgiib
Manoj Kumar ;_u;z

Reprint Date /
Jara:15.11.2023

Reprint Date 7 A
Hara: 15.11.2023

Reprint Date /
JaTa: 15.11.2023

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q3¢

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

CERTIFICATE OF ANALYSIS o dys.com
CEPTUDUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon® (keToposak) pacTBOp juiss BHyTPMBEHHOTO H BHYTPUMBILIEYHOrO BBeAeHHs, 30 Mr/mn
Batch No / : V230852 Batch Quantity / : 272727 ampules /
Cepusn Ne O6beM cepuu 272727 amnyn
Analytical Report No / : 890001700855 Date of Analysis / ¢ 15.11.2023
AHajuTHYecKHH oT4yeT Ne JaTa ananusa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npousBoacTBa I'oxen 1o

Analysis performed according ND / Anaan3s nposegen nmo HJL: JI[1-001365-170222
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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. /

[lo 1 wMn B aMmmoylsl U3
CBETO3aILHTHOTO cTeKna
kopuuHeBoro kmacca I (USP). B
BepXHEH 4acTH aMILyJibl HaHECEHBI
KOJNBIO M TOYKa JAns paszioma. Ha
aMITyJly HAKIIEUBAIOT STUKETKY.

ITo 10 amnyn ¢ MHCTpykuMei 0o
NPUMEHEHHUIO MOMEIIAIOT
B [IBX/anmomMuuneBkiil 6aucTep.

[To 1 6nucTepy 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. /

[lo 1 wMn B amoyiasl U3
CBETO3AIMTHOrO CTEKIIa KOPUYHEBOTO
WIM  TEMHO-KOPUYHEBOTO  IIBETa
wiacca I (USP). B Bepxneili dactu
amIyJbl HaHEeCeHb! KOJNBLO Y TOYKa
[Utsi pa3sioma. Ha amMImyny HakJIEHBaIOT
ITHUKETKY.

[To 10 amMmyn ¢ MHCTpyKUHEH 0O
NPUMEHEHUIO OMELIA0T
B [IBX/amomuHueBblil 61ucTep.

[To 1 6nucTepy B NayKy KapTOHHYIO;
JUis  cTalMoHapoB: mo 2, 3, 5
GIUCTEPOB B MAaYKy KAPTOHHYIO.

[To 1 6nucTepy B Mauky KapTOHHYIO,

14 Labelling / Mapkuposka

According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiienHom
OT CBETa MecTe NpHu TeMnepaType He Bbiile 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBercTByeT TpeboBanusam HJ{

Conclusion: APPROVED /
3axmoyenue: OJIOBPEHO

Prepared by /
IloaroToBneHo: Prav?h Rana

Checked by /

ﬂpuaepenaﬁjﬁiﬁam
— /

Approved by: Manager/Executive /

Onob6peHo: Menemxep / PykoBoauTe b
Manoj Kumar (\.:hu,tj
e

Reprint Date /
Jara:15.11.2023

Reprint Date /
Jata: 15.11.2023

Reprint Date /
Jara: 15.11.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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r. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS 4 dys.com

CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposiak) pacTBOp /jisi BHYTPHBEHHOTO U BHYTPHMBILIEYHOTrO BBeIeHHUs, 30 mr/mi
Batch No / 1 V230852 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6nbem cepun 272727 amnyn
Analytical Report No / : 890001700855 Date of Analysis / : 15.11.2023
AunajsiuTnyecknii oryer Ne JlaTa anHaau3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jara npousBoacTBA I'onen go
Analysis performed according ND / Anann3 nposenen no H/L: JII1-001365-170222
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API name / Haumenoauune A®C: Ketorolac tromethamine / Ketoponaka TpoMe€TaMUH

INN / MHH: Ketorolac / KeToponak

API manufacturer batch number /

Homep cepuu npoussoaureasi AOC: ABQH003814

FP Manufacturer API Batch number /

Homep cepuu cybcranuuu npouspogurens [JID: FEQA00498

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipoussoautens APC, cTpana: J-p Pennu'c Jlaboparopuc JIta., Uapus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

ITpumeuanue: IIpoaykT coorBercTByeT TpeboBanuam HJI 3akawyenne: OJOBPEHO

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

[Noxaroroeneno: Pravesh Rana | [poBepero; RaTj#ant Onobpeno: Menemkep / PykoBoauTess
D WAL Manoj Kumar @!&j’

Reprint Date / Reprint Date / Reprint Date /

Jlara:15.11.2023 Jara: 15.11.2023 Hara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



