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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
www.drreddys.com

CEPTHOUKAT AHAJIU3A

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

Ipoayxr: Ketopon" (keToposnak) pacTBop juisi BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEICHHS, 30 Mr/mu
Batch No / : V230055 Batch Quantity / : 272727ampules /
|Cepus Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001643964 Date of Analysis / : 04.02.2023
AHanHaTHYeCKHIT oTUeT No Jara anaausza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JaTa npousBoacTea TI'ogen no

Analysis performed according ND / Ananns nposenen nmo HJI: JITI-001365-170222

Page 1 of4/Ctp. 1 n3 4

-
i.oo Test / [ToxazaTenn Results / PesyabTaTbl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
Ilpo3paunslii cBeT1o-XkenTelii | / Ilpo3pauHblii GecnBeTHBIN WK
pacTBop. CBETJIO-XKEJNTBIH pacTBop.

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

IHoaauHHOCTD 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
YIOEPKUBAHUA OCHOBHBIX IIMKOB Ha | YAEp)KMBaHHS OCHOBHBIX TIMKOB Ha
XpoMarorpamme HCOBITYEMOTO | XpOMaTorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAaM | pacTBOpa AOJDKHBI COOTBETCTBOBAThL
YOEPKHUBAHHUA OCHOBHBIX IIMKOB Ha | BpEMEHaM YIOECPXHBAHHS OCHOBHBIX
XpoMaTtorpaMmme CTaHAAPTHOTO | MHKOB Ha XpoMaTorpamme
pacTBOpa KeTopojlaka TPOMETAMHHA | CTaHAApTHOTO pAacTBOpPa KETOpOJaKa
U HampoKceHa (pazzen | TpomeTaMWHA M HampoKceHa (pasjen
«KonuuecTseHHOE OTIpeIeeHue») «KonmmuecTBeHHOE OTIpEeTICHHEY)

3 Clarity / Ilpo3pauHocTsb Complies / CooTBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
TIpenapara He A0JDKHA MPeBLIIIATh
ONAJIECLIEHLIHIO 3TAI0Ha CpaBHeHMs 1.

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

He 6onee 0,20 npu AnMHE BOIHBI
430 =M.
5 pH 7.36 From 6.91t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/
Llpumeuanue: llpoaykT cooTBeTcTBYeT TpeboBanusm HJ1

Conclusion: APPROVED /
3axkawuyenue: OJJOBPEHO

Prepared by /
TloaroroeneHo: Pravesh Rana

b

Checked by /
[TpoeepeHo: Ramakant

dulipd

Approved by: Manager/Executive /
OmodpeHo: Menemxkep / P}}/KOBO}IHTEJ‘IL

Pavan Kumar Sharma %

Reprint Date /
Jara:04.02.2023

Reprint Date /
Jara: 04.02.2023

Reprint Date /
Hata : 04.02.2023

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 -0 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com
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CEPTUOUKAT AHAJIM3A

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

MpoxyxT: Ketopon™ (keToponak) pacTsop A/lsl BHYTPHEEHHOTO H BHYTPUMBILIEYHOrO BBeAeHMs, 30 Mr/mut
Batch No / : V230055 Batch Quantity / : 272727ampules /
Cepua Ne Oo0Bem cepun 272727 amnvi
Analytical Report No / : 890001643964 Date of Analysis / : 04.02.2023
Ananurayeckunii orger Ne JlaTa ananuza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npouzBoacrea T'ogen go

Analysis performed according ND / Anasnus nposenen mo HJI: JIIT-001365-170222
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pOBaHHas MPUMECh

0.05%

6 Particulate matter / MexaHnyecKue BKIOYEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumeie yacTuip! B cooTBeTcTBHMH € TpeOOBAHUAMH.
6B Invisible particles /
HeBuanMble YacTHLIBI:
i. Particles> 10 pm/ 87 not more than 6000 per ampoule /
YacTur pazmepom > He 6onee 6000 Ha ammyITy;
10 Mmxm
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTul pasmMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoncTBeHHbIe npuMecH
Impurity A / IIpumecs A 0.15% not more than 0.20% / He 6onee
0,20 %,
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Gosee
Hwxe npenena o6Hapymenus (IIO = 0.014 %) 0.50 %:
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 050 % / we Aonee
npeacia KONUUECTREHHOTrO opeEneneHNs U 50 U/ .
(TIKO =0.033 %) 4 0
Impurity D / Tlpumecs D Below Limit of Detection (LOD = 0,014 %) / not 1:10re than 0.20% / He Gonee
Huxe npenena oGuapyxenus (IO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
Ennnndnas veuneHTudunu- 0,20 %.

Remarks: The Product confirms to ND/

ITpnmeuanue: [IpogykT cootBeTcTBYeT Tpebopanuam HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

IMoaroroeneno: Pravesh Rana Iposepeno: Ramakant Onobpeno: Menemxep / RykopoauTens
/ ) { Pavan Kumar Sharma %" #

Reprint Date / Reprint Date / Reprint Date /

Hara:04.02.2023 Hara: 04.02.2023 Hata : 04.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTHUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ipoaykr: Keropon™ (keToponak) pactsop uis BHYTPUBEHHOTO U BHYTPHMBIIICYHOTO BESACHNS, 30 MI/MI
Batch No / : V230055 Batch Quantity / : 272727ampules /
Cepus No O0bem cepun 272727 amnyn
Analytical Report No / : 890001643964 Date of Analysis / : 04.02.2023
AHajuTHYecKHI oTyeT No Jara anannza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
laTa npou3BoAcTBA Toaen xo

Analysis performed according ND / Ananu3 nposemen no HJI: JIT1-001365-170222
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HsBaexaeMblii 00bem

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6omee
npuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomunansHoro (1,0 M)

9 Bacterial endotoxins /
BakrepnajabHble
3HIOTOKCHHBI

<=0.725 EU/mg /
<=(.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KETOpoJiaka TpOMETaMHUHa.

10 Sterility (every 15th batch) /
CrepuibHOCTDb (AUIA KAXKAOI
15-0ii cepun)

COMPLIES

Must be sterile. / JomkeH ObITH
CTEPHIbHBIM.

11.91 %

11 Assay / KoninyecTBeHHoe 29.94 mg /29.94 mr From 270mg to 33.0mg of
onpenelieHue Ci1sH13NO;3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
oo 33,0 MTI C15H13N03‘C4H11NO3
(xeropoinaka TpoMeTaMuH) B 1 MiI.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

Ot 10,60 % m0 12,60 %.

Remarks: The Product confirms to ND/

Ipumeuanue: Iponykr coorsercTyet TpeboBanuam HJT

Conclusion: APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by /
IMoaroroeneHo: Pravesh Rana

4

Checked by /
[Tposepeno: Ramakant

oS

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Pavan Kumar Sharma =

e p—
-

Reprint Date /
Hata:04.02.2023

Reprint Date /
Hara: 04.02.2023

Lo

Reprint Date /
Hara : 04.02.2023
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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 www.drreddys.com
CEPTHO®HKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (ketoponak) pacTBOp A BHYTPHBEHHOIO H BHYTPUMBILIEYHOTO BBEAESHHS, 30 M/l
Batch No / 1 V230055 Batch Quantity / 2 272727ampules /
Cepust No O6bem cepun 272727 amnyn
Analytical Report No / : 890001643964 Date of Analysis / : 04.02.2023
AHaJuTHYeCKHIi oTyeT No Jara ananusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jdara nponssoacrea Tojen go N

Analysis performed according ND / Ananus nposesen no HJ: JIT1-001365-170222
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13 Packaging / Ynakoeka

I 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 amoynsl
CBETO3aIUTHOTO CTeK1a
kopmyHeBoro knacca I (USP). B
BEpXHEH YacTW aMIlyJibl HAHECEHBI
KOJIBIIO M TOYKa ANst pa3ioma. Ha
aMIyNy HaKIIEHBAIOT ITUKETKY.

[To 10 ammyn ¢ uHCTpyKuMeH o
NMPHUMEHEHHIO MIOMEUIAr0T
B [IBX/amomuHueBbIi GaucTep.

ITo 1 6iuctepy B mMauKy 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 ammyns 3
CBETO3AILUTHOTO CTEKJIa KOPHYHEBOTO
HIM  TEMHO-KOPHYHEBOTO  IBETa
knacca I (USP). B Bepxueii yactu
aMITyJIbl HaHECEHBl KONBLO M TOYKA
Ans pasnoMa. Ha aMnyny HakineHuBaroT

STHKETKY.
ITo 10 ammyn ¢ uHCTpYKUMeH Mo
TPUMEHCHUIO MIOMEIAIT

B [IBX/amoMuHKeBbI GnuCTED.

Tlo 1 6nMcTepy B MauKy KapTOHHYIO;
Insg  cTamMoHapoB: mo 2, 3, 5
OJIMCTEPOB B MAYKY KAPTOHHYI.

14 Labelling / Mapkuposka

According to ND / B cootetcteun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3awmuiensHoM
OT CBETA MECTE IIPH Temriepatype He Bhinre 25 °C. He 3aMmopaxuBaTs.

16 Shelf-life / Cpok roanoctn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanne: [TpoaykT cootsercTByeT TpeGosanmsm HJT

Conclusion: APPROVED /
3akmoyenne: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pravesh Rana Iposepeno: Ramakant OnobpeHo: Menemxep / PykoBosutens
Vi Pavan Kumar Sharma _{c———
é/ / ,;'L/
Reprint Date / Reprint Date / Reprint Date /
Jara:04.02.2023 Hara: 04.02.2023 Hata : 04.02.2023
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