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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKT: Ketopon™ (xeTopolniak) pacTsop Mg BHYTPHECHHOO M BHYTPHMBILICHHOTO BBE/ICHH, 30 mr/mu
Batch No / 1 V230461 Batch Quantity / : 272727 ampules /
Cepnst Ne QbneM cepui 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
AHaJHTHYECKHH oTYeT Ne JlaTa anajH3a
Date of Manufacture / : May-2023 Date of Expiry/ : Apr-2026
JlaTa npou3BoJACTER Topen go
Analysis performed according ND / Ananus nposejen no HI: JITT-001365-170222
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i: Test / Iloxa3aTean Results / PesynpTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clearcolorlessio pale yellow solution.
[Tpo3payHbIit ceemio-xenteiit | / Tlpospaurbelii OeCUBETHBIH  WiH
pacTBop. CBETIIO-KENThIH pacTBOp.

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

MoannHHOCTE 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
yIEPKMBAHUA OCHOBHBIX MUKOB Ha | YAEPKMBAaHHA OCHOBHBIX IMKOB Ha
XpomaTtorpamMme HCTIBITYEMOIO | XpOMaTOrpaMMe HCIBITYEMOrO
PACTBOpA COOTBETCTBYIOT BpeMEHaM | pacTBopa JOMKHBI COOTBETCTBOBATH
yIepKMBAHHA OCHOBHBIX IIHKOB Ha | BPEMEHAM YIEPXMBaHHA OCHOBHBIX
XpoMmaTorpamMmme CTaHIAPTHOTO | NHKOB Ha XpOMaTorpamMMe
pacTBOpa KETOpOJaKa TPOMETAMHMHA | CTaHIApTHOro PacTBOpa KeTopolnaka
H HaIpPOKCEHa (pasmen | TpoMeTaMHHa M HAaNPOKCEHA (pa3gen
«Kony4ecTBEHHOE OIIpEAENEHUEN) «Konu4ecTREHHOE OTIPENENCHUE)

3 Clarity / IlpospauHocTh *  Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnns
npenaparta He A0JDKHa NPEeBbIIIaTh
ONANECLEHLHIO 3TATI0HA CpaBHeHuA L.

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

He 6onee 0,20 npu AnMHe BOIHBI
430 aM.
5 pH 7.45 From 6.9t07.9./016,9 10 7.9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

TIpumeuanue: TIpoxykT cooTBeTcTBYET Tpebosanuam HJT Baxaroyenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Manrorornenn: Pardeep Tposepeno; Himesh Kumar | Ogo6pero: Meneziep / Pykosonurens
Kumar = ! ~— | Ajay Sharma

Reprint Date / Reprint Date / Reprint Date /

Jlara: 30.06.2023 Hara: 30.06.2023 Jara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon™ (keToponak) pacTeop Ut BHYTPHBEHHOTO H BHYTPHMEIIEUHOro Beeaenud, 30 mr/mn
Batch No / : V230461 Batch Quantity / : 272727 ampules /
Cepua Ne Obnen cepun 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / < 30.06.2023
AHATHTHYECKHH oTHeT Ne JaTa aHaIH3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jata npoH3Bo/ICTBA Tozen no
Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222
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6 Particulate matter / MexaHuueckue BKJIIOUYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BupuMble 4acTHIBI B c00TBETCTBHH C TPeOOBAHNUAMM.

6B Invisible particles /
HeBuguMble 4acTHLbL:

i. Particles > 10 pm/ 56 not more than 6000 per ampoule /
YacTul pasMepoM > He Gonee 6000 Ha aMmITyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL pa3MepoM > He 6onee 600 Ha amMnyay.
25 MxMm
7 Related substances / PoacTBeHHbIE NpHMecH
Impurity A / [IpaMecs A 0.15% not more than 0.20 % / He 6o0Jce
0,20 %;
- Below LOD (LOD = 0.014 %) / =
Irnpurity B / [Tpumecs B Hinke nipeiena o6napyskenus (110 :)105t0 r;c.)re than 0.50 % / He 6onee
=0.014 %) R D
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Gonee
Hipke mpenenia KONMYECTBEHHOTO 0,50 %;
onpenenenus ([TKO = 0.033 %)
Impurity D / I[Ipumece D not more than 0.20% / He Ooinee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hipke npenena o6napyxenus (IIO
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Gouee
EMHAYHAS HeUIeHTH AL Hwxe npexena KONH4eCTBEHHOIO 0,20 %.

POBaHHaA [PHMECH onpeaenenus: (ITKO = 0.050 %)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanwne: Ilpoaykr cooTBeTcTBYET Tpebosanuam H]I 3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotormena; Pardeep Ipogepeno: Himesh Kumar | Qno6pero: Menemkep / Pykosonurens
Kumar i CDL’—’_’;) Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2023 Hara: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
lel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOPHUKAT AHAJIU3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpopyxkr: Keropon™ (keroponak) pacTsop i BHYTPHBEHHOTO H BHYTPHMBbIiedHOro BBeaeHns, 30 mr/vn
Batch No / : V230461 Batch Quantity / : 272727 ampules /
Cepusn Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
Ananuruueckunii orger Ne JlaTa ananusa
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npon3BoJcTBA Tonen no
Analysis performed according ND / Ananus nposenes mo HJI: JI[1-001365-170222
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H3enekaemplii 06Lem

Total impurities / Cymma 0.15% Not more than 1.50% / He 6oxnee
mpUMeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He mMenee HomMuHanbHOTO (1,0 MUT)

CTepuabHOCTD (I KaXIO0M
15-0ii cepuu)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTeprajabHbie <=0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mr
3HAOTOKCHHBI KEeTopoJaka TPOMETaAMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH 6rITh

CTEPHILHBIM.

11 | Assay/KonxnuecreenHoe 2971 mg/ 29.71 mr . From 27.0mg to 33.0mg of
onpegeeHHe CisHi3NO;-C4H; 1 NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 MT C[5H13N03‘C4H11NO3 !
(xeToponaka TpoMETaMUH) B 1 M.
12 Alcohol content / ITanon 11.60 % From 10.60 % to 12.60 %. /

Ot 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/
TTpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBarmuam H]I

Conclusion : APPROVED /
Jakmwuenune: OJJOGPEHO

Hara: 30.06.2023

Jara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ioprotonneno: Pardeep I[IposcpeHo: Himesh Kumar | Omo6pero: Mcrepsep / P'ykoBoaurcens
Kumar D Q.L’/F’ Ajay Sharma

—— N
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2023

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: mzil@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product: /  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iposyrr: Keropon™ (keroponak) pacTsop Juisi BHYTPHEEHHOIO M BHYTPHMBbIILIEYHOTO BBeeHHs, 30 Mr/mn
BatchNo/ : V230461 Batch Quantity / + 272727 ampules /
Cepyin No Obnem cepun 272727 amnyn
Analytical Report No / : 890001672555 Date of Analysis / ¢ 30.06.2023
AnajiTauecknif oTuer No Jarta ananuza
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npoH3BoACcTBa I'open go
Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365-170222
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1 mL in class I light-shielding amber

13 Packaging / Ynakoeka 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
Ilo 1 ™Mn B amnoymsl M3 | ina carton pack. /
CBETO3aIUTHOrO CTex1a ITo 1 ™Mn B  aMmyJsl u3
kopuyHeBoro wiacca I (USP). B | cBeTO3aImHTHOTO CTEKIIA KOPUYHEBOrO
BEPXHEH YaCTH aMIyJbl HaHECEHbl | WIM  TEMHO-KOPHYHEBOIO  lBeTa
KOJIBLIO M ToYyka i pasnoma. Ha | wmacca I (USP). B BepxHeit wacty
aMITyJly HaKJeHBalOT 3THKETKY. aMITyJTbl HaHECEHBI KOJNBIO U TOYKA
Ilo 10 ammyn ¢ uHCTpyKIMeN no | Juig pa3noMa. Ha aMnyny HaKJIEHBAIOT
NPUAMEHEHUIO MOMELUAIOT | 3THKETKY.
B [IBX/anroMunuessiit 6micrep. Ilo 10 amnyn c uHCTpYKUHel @O
[To 1 BnucTepy B Nauky KapTOHHYIO. | IPHMEHEHUIO [IOMELJAOT
B [IBX/anmoMunyeBsiit GucTep.
Mo 1 GnucTepy B 124Ky KapTOHHYIO,
I CTaluoHapoB: no 2, 3, 5
6JIUCTEPOB B 1aYKy KAPTOHHYIO.
1o 1 6nucTepy B Magky KapTOHHYIO,
14 Labelling / MapkupoBka According to ND / B coorBeTcTBHM ¢ H]I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3alUMILEHHOM
XpaHenue - OT CBETa MECTE NpH TeMIepaType He Bblile 25 °C. He 3aMopaXHBaTh.
16 Shelf-life / Cpok roanocTu 3 years. / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanue: Iponykr cooTBeTcTRYeT TpeboBanuam HJ{ 3axnwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pardeep IIpoeepeno: Himesh Kumar | Ono6pero: Menemsep / PyxoBonutens
Kumar f (D-L—/D Ajay Sharma m
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.06.2023 JHara: 30.06.2023 JHata: 30.06.2023

Negistered Office. 8-2-337, Ruad Nu, 3, Bdyjara Hills, Hyderabuad - 500034, Tulangana, indla
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hponyxr: Ketopon™ (keToponak) pacteop i BHYTPHBEHHOrO H BHYTPHMBILIEYHOTO BBeaeHHd, 30 Mr/mn
BatchNo / : V230461 Batch Quantity / : 272727 ampules /
Cep#ia Ne O6nem cepHH 272727 amnyn
Anallytical Report No / : 890001672555 Date of Analysis / : 30.06.2023
AnaJiiTHUecKHi oTaeT Ne Jlata apanu3a
Date of Manufacture / : May-2023 Date of Expiry / s Apr-2026
JlaTa npoN3BOACTBA T'oaen no
Analysis performed according ND / Ananns nposenen mo HJI: JII1-001365-170222
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API name / HaumenoBanne ADC:

Ketorolac tromethamine / Keroposaka TpoMeTaMuu

Homep cepuu cyGeTanuun nponssoaurens LJID:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / APHO010125
Homep cepuu npouzsoaureas APC:

FP Manufacturer API Batch number / FEQA00141

Ipoussoautens ADC, crpana;

AP] Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Jlabopatopuc JIta., Unaus

Remarks : The Product confirms to ND/
IMpumeyanue: IpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pardeep

Kumar f

Checked by /
IMposepeno; Himesh Kumar -

s —

-

Approved by: Manager/Executive /
Onobpeno: Meremxep / Pykosogurens
Ajay Sharma

Reprint Date /
Hata: 30.06.2023

Reprint Date /
Hara: 30.06.2023

Reprint Date /
Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 185195AP1984PLC004507

www.drreddys.com




