Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories 1id,
Formulation Unit-6

Viil Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.direddys.com

Product : /

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

AHanuTHYecKHH oTyeT Ne

JaTa aHau3a

IpoaykT: Ketopon® (keToposnak) pacTBOp /Uisl BHyTPUBEHHOTO M BHYTPHMBIILEYHOT0 BBeACHHS, 30 mMr/mn
Batch No / 1 V240240 Batch Quantity / : 272727 ampules /
Cepas Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001732350 Date of Analysis / : 30.04.2024

Date of Manufacture /
Jara npou3BoaACTBA

: 04/2024

T'oxen oo

Date of Expiry /

: 03/2027

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

Page 1 of 5/Crp.1u3 5

[Tpo3paunblii 6ecLBETHBIH pacTBOP.

1;.00 Test / IloxasaTenn Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauyHbi¥f OECUBETHBIN WIH
CBETIIO-XKENTHII PacTBOP.

2 Identification /
HopnunHocTh

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) / BpemeHa
yAEpXKHUBAHHS OCHOBHBIX IMHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YIEp)KUBaHHI OCHOBHBIX IHKOB Ha
XpoMaTorpamme CTaHAAPTHOIO
pacTBOpa KeTopojlaka TPOMETaMHHa
u HanpoKCeHa (paznen
«KonmiecTBeHHOE ONpeeNieHUe»)

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
YIEp)KUBAHHS OCHOBHBIX HUKOB Ha
XpPOMaTOrpamme HCIBITYEMOTO
pacTBopa NOJDKHBI COOTBETCTBOBATDH
BPEMEHAM YIEPXKHUBAHUS OCHOBHBIX
IIHKOB Ha XpOMaTOrpamMMme
CTQHHAPTHOTO PAacTBOPa KETOpOJIAKa
TpOMETaMKHa M HampokceHa (pasmen
«KonMuecTBEHHOE ONPeacIeHHEY)

3 Clarity / Ilpo3pauHocTs

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JI0JDKHA MPeBbIaTh
OTIAJIECIICHIUIO 3TAJIOHA CPaBHEeHNA 1.

4 Color / HBeTHOCTE 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu amuHe BOJIHEI
430 aM.

5 pH 7.35 From6.9t07.9./0t16,9 no 7,9.

6 Particulate matter / MexaHudecKHe BKIIOYEHUS

Remarks : The Product confirms to ND/
Ilpumeuanue: IlpomgykT cooTBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Jara: 30.04.2024

Jara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroBneno: Santosh Ipoeepeno: Pardeep Kumar | Omobpeno: Menemxkep / Pykosonurens
Kumar Maurya Jv P Amit Kumar gt

f e —p— A "'/
Reprint Date / Reprint Date / Reprint Date /

Jlata: 30.04.2024

Registeiad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Toi +01 40 4500 2260, Fax: +91 40 4900 2929, Email: mail@drraddys.com

CIN: L85195AP1084PLCO0AS0T
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CERTIFICATE OF ANALYSIS wwrw.drreddys.com
CEPTUDUKAT AHAJIN3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa® (keToponak) pacTBop [Uiss BHYTPMBEHHOIO M BHYTPHMBILIEYHOTO BBEAEHUS, 30 Mr/mi
Batch No / 1 V240240 Batch Quantity / : 272727 ampules /
CepHs Ne Ob6nem cepuu 272727 ammyn
Analytical Report No / : 890001732350 Date of Analysis / : 30.04.2024
AxajiaTHYecKHii oTueT Ne JlaTa anaau3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jlata npou3BoacTBa T'ogen o
Analysis performed according ND / Ananu3s nposeaen o HJI: JIT1-001365-170222

Page 2 of 5/ Crp. 2 u3 5

No

Test / Iloka3zaTenn
Ne

Results / PesyabTaThl

Specification / Hopma

6A Visible particles /
BuuMble yacTHLBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cootBeTcTBHE C TpeOOBaHUAMH.

6B Invisible particles /
HeBuauMeble yacTHLbL:

poBaHHasA NpUMECH

1. Particles> 10 pm / .25 not more than 6000 per ampoule /
Yactuu pazmepom > He 6onee 6000 Ha amnyiy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCcTUL pa3MepoOM > He Gonee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe npuMecu
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %,;
Impurity B / ITpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He 6onee
Hmxe npenena o6Hapyxenus (I1O 0,50 %;
=0.014%)
Impurity C / ITpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He 6onee
Huxe npemena KOIM4ECTBEHHOTO 0,50 %;
onpenenenns (IIKO = 0.033%)
Impurity D / I[Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He 6Gonee
Hwxe npenena obnapyxenus (I10 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6Gonee
Enunninas HeuneHTudUIM- 0.06% 0,20 %.
- (1]

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykt cooTBeTcTBYeT TpebGoBaHusaM HJT

Conclusion : APPROVED /
3aknwuyenue: OJIOBPEHO

Prepared by /
ITonroroeneHo: Santosh

Kumar Maurya (}k

Checked by /
IIpoeepeno: Pardeep Kumar

——

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBonutens
Amit Kumar

\ P(,::\;

Reprint Date /
Jara: 30.04.2024

Reprint Date /
Jara: 30.04.2024

Reprint Date / v
Harta: 30.04.2024

Registered Cifice: 8-2-337, Road Mo, 2, Banjara Hiils, Hyderabad - 506024, Telangana, India
Tel; +21 40 4500 2200, Fax: +91 10 4965 2999, Email: mail&drrzddys.com

CiN: L85185AP1984PLCCO45CT
wynwdrreddys.cam
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Formulaticn Unit-6
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CERTIFICATE OF ANALYSIS -

CEPTUO®UKAT AHAJIM3A www.direddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToposiak) pacTBOp I/ BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBeAeHHs, 30 mr/mn
Batch No / : V240240 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amiyn
Analytical Report No / : 890001732350 Date of Analysis / : 30.04.2024
AHaJIuTHYeCKHH oTueT Ne Jara ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTra npou3BoacTBa T'ogen no
Analysis performed according ND / Anasus nposegen no HJI: JII1-001365-170222

Page3 of S/Crp.3u3 5

IJ\I‘{‘oO Test / IlokazaTeJb Results / PesyabTaTs! Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He Gosee
npuMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
Hsenexaemblii 06bem He menee HomuHansHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuajbHbie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 EQ/mr
HAOTOKCHHBI KETopoJlaka TPOMETaMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITH
CrepuiabHocTh (AJ151 KAMKAOH CTEpUIIbHBIM.
15-o0ii cepun)

1}:’ Test / IToka3aTenb Results / Pe3yabTaThl Specification / Hopma

11 Assay / KoninyecTBeHHOe 29.37 mg/29.37 Mr From 270mg to 330mg of

onpeaeeHUue CisH13sNO3-C4H11NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13NO3‘C4H11NO3
(xeTopoyiaka TPOMETaMHUH) B 1 ML

12 Alcohol content / ITanon 11.90 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

ITpumeuanne: IIpoaykT coorBercTByeT Tpebosanusm HJI

to ND/

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarororyneHo: Santo [Tpoepeno: Pardeep Kumar | Ono6peno: Menemxep / PykosoauTesns
Kumar Maurya ! E_f - Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / )

Jara: 30.04.2024 Jata: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Byderabad - 500024, Telangana, India
Tel: +01 40 SC0 2500, Fax: +81 40 1309 2999, Emiail: mail@drraddys.cam
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CIN: L85195AP1284PLC04AS07
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Formulation Unit-6
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AHaJATHYECKHH oTUeT Ne

JlaTa aHajH3a

CERTIFICATE OF ANALYSIS wnw.direddys.com
CEPTUPUKAT AHAJIM3A
Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBop Aist BHYTPMBEHHOTO ¥ BHYTPHMBIIUIEYHOTO BBENEHHs, 30 mMr/mit
Batch No/ : V240240 Batch Quantity / : 272727 ampules /
Cepusa Ne O0nem cepHH 272727 amnyn
Analytical Report No / : 890001732350 Date of Analysis / : 30.04.2024

Date of Manufacture /
JaTa npon3BoaAcTBA

: 04/2024

T'oxen mo

Date of Expiry /

: 0372027

Analysis performed according ND / Ananu3 nposeaen mo HJI: JI[T-001365-170222

Page4 of 5/Crp. 4u3 5

i,g Test / IlokasaTenn Results / PesynabTaTsi Specification / Hopma
13 Packaging / Ynakoska 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.
10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
IMlo 1 wMn B ammynsl u3 | ina carton pack./
CBETO3AIUTHOTO crewia | [To 1 wMnm B aMmoynsl U3
kopuuHeBoro kinacca I (USP). B | cBeTo3amuTHOrO CTEK/Ia KOPHYHEBOTO
BEpXHed 4YacTH aMIlyjibl HAHECEHBI | KM  TEMHO-KOPHYHEBOTO  LBeTa
KONBLIO ¥ Touka s pasnoma. Ha | wiacca I (USP). B BepxHeii uyactu
aMITyJTy HaKJIEHBAIOT STUKETKY. aMIyJbl HAHECEeHBI KOMBIO M TOYKa
[To 10 ammyn ¢ wHCTpyKumeW mo | s pasnoma. Ha ammynly HakJieuBaroT
HPUMEHEHHIO NOMEINAIOT | ITHKETKY.
B [IBX/antoMmuHmeBsIil Gnuctep. [To 10 amnyn ¢ HHCTpPYKLMeH Io
ITo 1 6nucTepy B NayKy KAPTOHHYIO. | NPUMEHEHHUIO MOMELIAIOT
B [IBX/amoMuHueBbIi 6ucTep.
I[To 1 6nucTepy B NauKy KapTOHHYIO;
Ul CcTauMoHapoB: mo 2, 3, 5
611CTEPOB B MAYKY KApTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootseTctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuimenHomM
Xpanenue OT CBEeTa MecTe NpU TeMIepatype He Bollue 25 °C. He 3aMopaxuBath.
16 Shelf-life / Cpok rognocTH 3 years. / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJJ 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santos? [Iporepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonutens
Kumar Maurya - Amit Kumar < b=z
C—i = P\ M/
Reprint Date / Reprint Date / Reprint Date / '
Hata: 30.04.2024 MHara: 30.04.2024 JHara: 30.04.2024

Ragisterad Cffice: 2
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10LCa04507
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Di. Reddy's Laboratories Lid,
Formulaticn Unit-6

Viil. Khol, Natagarh Road, Baidi,
Distt. Solan, H.P., 173 205, INDIA

Tel 1 +51 98166 56001-02

CERTIFICATE OF ANALYSIS v, 9@ ddvs.com
CEPTH®UKAT AHAJIM3A '

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keroposak) pacTBOp Ajist BHYTPUBEHHOTO W BHYTPUMBILLIEYHOro BBeACHHS, 30 Mr/mn
Batch No / : V240240 Batch Quantity / + 272727 ampules /
Cepus Ne O6Bbem cepun 272727 amnyn
Analytical Report No / : 890001732350 Date of Analysis / : 30.04.2024
AHaJiuTHYecKHH oTyeT No JlaTa anaanza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BoacTBa T'open no

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

PageSof 5/Crp. 5m3 5

API name / Haumenopaune ADC:

Ketorolac tromethamine / Keroponaka TpoMeTamMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npousBoautens APC:

ABQH006832

FP Manufacturer API Batch number /
Homep cepnu cybcranuuu npoussoautessi IJID;

FEQAO00569

API Manufactured by & country /
IMponseoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penmu'c Jlaboparopuc JItn., Unaust

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanwie: IIponykt coorBeTcTRYET TpeboBanusm HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnero: Santosh, L IIpoepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pygonmenb
Kumar Maurya Amit Kumar {

e o et
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registerad Office: 8-2-337,

Tel: +51 40 4220 2300,

clanzana, India
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