Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

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

IpogykT: Keropon" (keToponak) pacTBOp Juls BHYTPHBEHHOIO W BHYTPHMbILIEUHOrO BBEACHHA, 30 mr/ma
Batch No / : V230698 Batch Quantity / : 272727 ampules /
Cepnst Ne O0BeM cepun 272727 amiiya
Analytical Report No / : 890001689768 Date of Analysis / + 21.09.2023
AHAJIHTHYECKHI oT49eT Ne Jarta ananusa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa mpoH3BOCTBA I'osen no

Analysis performed according ND / Anajms nposeaen no HJL: JIT1-001365-170222

Pagel of S/Crp.1mu35

1}? Test / Iloka3zaTesb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHbIi ceemio-xkentelii | / TlpospauHbllt  GeCUBETHBIA WK
pacTeop. CBETIIO-KENTBIH pacTBop.

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

IMoaTUHHOCTD 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
yIIepHBAHUS OCHOBHBIX NHKOB HAa | YAEPXHBaHHS OCHOBHBIX IIMKOB Ha
XpOMaTOrpaMMe HCIBITYEMOTO | XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | PacTBOpa JOJDKHBL COOTBETCTBOBATH
yIEPKHMBAHMS OCHOBHBIX ITMKOB HAa | BPEMEHAM YIEPXMBAHUA OCHOBHBIX
XpOMaTorpamMme CTAHIAPTHOTO | IHMKOB Ha XpOMaTOTrpamMMe
pacTBopa KeToponaka TPOMETaMHHa | CTaHJapTHOrO pacTBOpa KETOpONaka
H HarnpoKceHa (pasgen | TpoMeTaMHMHa M HampokceHa (paszen
«KOnH4eCTBEHHOE OLpeIeNICHHE) «KonmuecTBEHHOE OIpEIeNIEHHE)

3 Clarity / IIpo3pa4HocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JI0JDKHA MPEBLILIATh
OTIATIECLIEHIMIO HTAIOHA CPaBHEHMA L.

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

He 6onee 0,20 npu AJTMHE BOJIHEI
430 HM™.

5 pH 7.43 From 6.9t0 7.9./ 0t 6,9 n0 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Tpumeyanue. puuyki cootsetersyer TpeGosarnam HII Banouenne: QIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
NoaroroeneHo: Pravesh Tposepeno: Santosh Kumar | Ono6peno: Menemep / PykoBOAUTEND

Maurya o Abhishek Chauhan
{ =
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023

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

ITpomyKT: Ketopon” (KeTOpOIIdK) pacTBOp Af1s BHYTPHBCHHOrO ¥ BHYTPHMBILIEUHOTO BBEICHNS, 30 mr/mn
Batch No / : V230698 Batch Quantity / : 272727 ampules /
Cepusa Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001689768 Date of Analysis / : 21.09.2023
AHaJIHTHYECKHH oTyeT No JlaTa aHaJH3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npoH3BoACTBA I'open no
Analysis performed according ND / Anasnu3 nposenen no HJL: JITT-001365-170222

Page2 of 5/ Crp.2 U3 5

=0.014 %)

Huxe npenena oGHapyxenus (110

6 Particulate matter / MexaHHYecKHe BKJIIOYEHHS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuauMble YacTHLBL B COOTBETCTBHH C TPEOOBAHUAMMU.
6B Invisible particles /
HeBuauMbIe YaCTHLBL:
i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTul| pa3sMepoM > He Gonee 6000 Ha amIyIy;
10 MKkM
il. particles >25 pm/ 00 not more than 600 per ampoule /
YacTUL pa3MEPOM = He Oonee 600 Ha ammyJty.
25 MKM
7 Related substances / PoacTseHHble IpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %,
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Huxe npenena o6xapyxenus (110 = 0,50 %;
0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oosee
Hipke npesieNia KOIH4ECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / [Ipumecs D not more than 0.20 % / He OGonee
Below LOD (LOD =0.014 %) / 0.20 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: LIpoJlyKT COOTBETCTBYET TPEDOBAHUAM H |

Conclusion: APPROVED /
3armwuenne: OJOBPEHO

Prepared by /
Tlonrorosneno: Pravesh

{

Checked by /
[posepeno: Santosh Kumar
Maurya '

Approved by: Manager/Executive /

Opno6peno: Menemkep / PykoBonurenb

Abhishek Chauhan

NN

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

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
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CEPTH®HKAT AHAJIM3A

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

Ipoaykr: Keropon™ (keToponak) pacTBOp Jyis BHYTPHBEHHOrO ¥ BHYTPUMBILICHHOTO BBCICHHA, 30 mr/mn
Batch No / : V230698 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepiH 272727 amnyn
Analytical Report No / : 890001689768 Date of Analysis / : 21.09.2023
AHaJHTHYECKHI oTYeT No Jlara anaansa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npon3BoOACTBA T'ogen a0

Analysis performed according ND / Anaynns npoeeaen mo H/L: JIT-001365-170222

Page3 of 5/Crp.3m35

Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Gonee
Envanynas HenaeHTUGUIY- Huxe npenesa KOJIMYECTBEHHOTO 0,20 %.

poBaHHas IPUMECH onpenenenns (ITKO = 0.050 %)

Total impurities / Cymma 0.15 % Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 00bem He menee HomuHansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajabHbie <=0.725 ED/mr tromethamine. / He Gonee 5,8 ED/Mr
H/JOTOKCHHBI KETOpoJiaKka TPOMETAMHKHA.

10 Sterility (every 15th batch) / NA Must be sterile. / domxeH OBITB
CTepuJbHOCTD (AJIS1 KAXA0#A CTEPWIbHBIM.
15-o0ii cepun)

11 Assay / KojinuecTBeHHO€ 29.73 mg/ 29.73 mMr From 27.0mg to 33.0mg of

onpeaesieHue C1sH;3sNO3 C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MI C15H13NO3‘C4H11NO3
(keTopoaka TpOMETaMKH) B 1 MIL.
12 Alcohol content / ITaHon 11.62% From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeyanue: [Tpoxykr coorercTByeT TpeboBanuam HJT

Conclusion: APPROVED /
3akaogenne: OJJOEPEHO

Prepared by /
[Moarotrosneno: Pravesh

Checked by /
[Mposepeno: Santosh Kumar

Maurya
A
{ ©

Approved by: Manager/Exceutivo /
Ono6bpeno: Menemiep / Pykooaurenb
Abhishek Chauhan

2

Reprint Date /
Jlata: 25.11.2023

Reprint Date /
Hara: 25.11.2023

Reprint Date /
Iara: 25.11.2023

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.dr reddys.cuin




Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTeop [uist BEYTPHBEHHOIO M BHYTPHUMBIIIEYHOrO BBEICHUS, 30 Mr/mi
Batch No / : V230698 Batch Quantity / : 272727 ampules /
Cepns Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001689768 Date of Analysis / : 21.09.2023
AHaJuTHYecKH# oTaeT No JlaTa ananuia

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npou3BoACTBA Togen g0

Analysis performed according ND / Apasn3 nposenen mo HJI: JII1-001365-170222

Page4 of 5/ Crp. 4 u3 5

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. /

Ilo 1 wMn B ammoynsl u3
CBETO3AILUTHOTO cTeKIa
kopuuHeBoro kmacca I (USP). B
BEpXHEl 4YacTH aMILyJibl HaHECEHHI
KOJIBIIO M TOuYKa /Ui pasnoma. Ha
aMITyJly HaKJIEUBalOT 3THKETKY.

IMo 10 ammyn ¢ HHCTpYKLMEH MmO
MPUMEHEHHIO OMEIIAIOT
B [IBX/amoMuHueBsIi Onuctep.

ITo 1 6nucTepy B Na4Ky 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 wMn B amoynst u3
CBETO3AIUTHOTO CTEKJIAa KOPUYHEBOTO
WIU  TEMHO-KOPUYHEBOIO  LBETa
xnacca I (USP). B BepxHeldl gacTu
aMITyJIBl HAHECeHbI KOJbLO M TOYKa
1 pazioMa. Ha amiryly HaKIeHBaioT

STHKETKY.
ITo 10 aMmyna ¢ MHCTpYKUUEH IIo
MPUMEHEHHIO HOMEILAIOT

B [IBX/amoMHHUEBBII OMUCTED.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
U1 cTauuMoHapos: mo 2, 3, 5
GJIKCTEPOB B IaUKy KaPTOHHYIO.

ITo 1 bnucTepy B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorsercTBun ¢ HJ.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3awuumeHHoM
OT cBeTa MecTe IpH Temmnepatype He Bole 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpox ropHocTH

Remarks: The Product confirms to ND/
[Mpumeuanue: [TpoaykT cootBeTcTBYET TpeHoBanuam HJL

3 years. / 3 rona.

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Jara: 25.11.2023

Hara: 25.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Llposepeno: Santosh Kumar | Ugo6peno: Menegxep / PykoBoauTeNb
Maurya Abhishek Chauha
{ o N
Reprint Date / Reprint Date / Reprint Date /

Jara: 25.11.2023

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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CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykT: Keropon™ (KeToponak) pacTBop JUlsl BHYTPHBEHHOTO H BHYTPHMBILLEYHOrO BBeAeHHs, 30 Mr/mut
Batch No / 1 V230698 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001689768 Date of Analysis / : 21.09.2023
AHaJIHTHYECKHI oTyeT Ne Jlata anajusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara npon3BoACcTBa Iogen xo
Analysis performed according ND / Ananus nposeaen mo HJI: JI1-001365-170222
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API name / HanmenoBanue AQC: Ketorolac tromethamine / Ketoponaka TpOMETaMHH
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABPH009987

Homep cepuu nponssoantens ADC:

FP Manufacturer API Batch number /

Homep cepun cybcranuun npoussoautesia I'JID: HEQI00140

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoautens A®C, ctpana: J-p Penmu'c Jlaboparopuc JIta., MHaus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanwue: [TpoaykT cootBercTByet TpeboBannsim HJI Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Ipoepeno: Santosh Kumar | Onobpeno: Menengkep / Pykosoaurensb

Maurya Abhishek Chauhan|
oy = \
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Jlara: 25.11.2023 Jara: 25.11.2023
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