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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solar, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Hponykr: Ketopon™ (keroponak) pacteop ans BHYTPHBCHHOIO W BHYTPHMBILLICUHOTO BBEACHHS. 30 Mr/Mn
Batch No / : V230075 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001645286 Date of Analysis / : 13.02.2023
AHaauTndeckuii oryer No Jdarta anannsza

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

Jdara npoussogcrea Toxen ao

Analysis performed according ND / Auanus npoeenen no H: JII1-001365-170222

Pagelof4/Crp.1uz 4

=
1;.00 Test / IlokazaTtenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
[Mpo3paunsrii CBETJIO-KEAThIH | / JlpospauHblit OecUBETHLIH MK
pacTBop. CBETIIO-KENTbI pacTBop.

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

ToanuuHocTs 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
YIOCPKUBAaHHA OCHOBHBIX TNMHKOB Ha | YAEPKUBAHWSI OCHOBHBIX THMKOB Ha
XpoMarorpaMmme HCIILITYEMOTO | XpOMarorpamme HCTIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BPEMEHAM | PacTBOpa JOMKHBL COOTBETCTBOBATD
YACPKUBAHUS OCHOBHBIX [IHKOB Ha | BPEMEHaM YJNEPXKUBAHUSA OCHOBHBIX
XpoMarorpamme CTaHOapTHOrO | TMHUKOB Ha XpoMaTorpamme
pacTBopa KeTopoJiaka TPOMETaMiHA | CTaHAApPTHOTO PacTBOpa KETOpoJaka
%} HarpoKceHa (pasmen | TpomeTaMmMHA M HanpokceHa (pasien
«KoJIM4eCTBEHHOE ONpeaeneHNe) «KonnuecTrenHne onpeneneriey)

3 Clarity / IlpozpayHocTb Complies / CooTBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension . / Onanecuesnus
npenapara He 0JIKHA NPEBLIIIATD
ONaeCUEHLUIO 3TalOHa CpaBHEHHA .

4 Color / IlBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /

He donee 0,20 npu uiuHe BOJIHBI
430 um.

5 pH 7.36 From 6.9t07.9./016,9 10 7,9.
Remarks: The Product confirius o ND/ Conclusion: APPROVED /
lpumeuanne: TIpoayKT cooTBeTcTBYeT TpeGoranuam HJT 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Ramakant IIposepeno: Pardeep Kumar | Ono6peto: Menemxep / Pykosogurens

8“”‘\&/;{’/ | Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /
Hara:13.02.2023 JHara: 13.02.2023 Hara : 13.02.2023
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AHanuTHYEeCcKHH oT4eT Ne

JlaTa ananusa

CEPTUOPUKAT AHAJTNU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml )
HpoaykT: Keropon" (keToposnak) pacTBop s BHyTPUBEHHOTO U BHYTPUMBILIEHHOTO BBEIeHHS, 30 MI/mi
Batch No / : V230075 Batch Quantity / : 272727ampules /
Cepns Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001645286 Date of Analysis / : 13.02.2023

Date of Manufacture /
JaTa npou3BoacTea

: Jan.2023

Toxen no

Date of Expiry /

: Dec.2025

Analysis performed according ND / Anamus nposexen mo HJI: JI1-001365-170222

Page2 of 4/ Crp. 213 4

6 Particulate matter / MexaHuueckue BKJIKOYEHHSA
6A Visible particles / Complies / CoorBercTBYET Should correspond to requirements. /
BunauMeie 4acTHLIBI B cooTBeTcTBUH ¢ TpeOOBAHHAMM.
6B Invisible particles /
HesuaynMele yacTuupl:
i. Particles> 10 pm / 09 not more than 6000 per ampoule /
YacTul pazmepom > He Gonee 6000 Ha ammyny;
10 Mxm
1. particles > 25 pym / 00 not more than 600 per ampoule /
YAaCTHLL Pa3MeEPOM > He 6onee 600 Ha ammydy.
25 MKM
7 Related substances / PoacTBeHHbIE HpuMecH
Impurity A / [Ipumecs A 0.16% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B not more than 0.50 % / He Gonee
Not detected / [1c odnapyxena 0.50 %:
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Huke not more than 0.50% / we 6Gonee
npeacna KOJMYECTBEHHOTO ONPeaCCHUA O 50 (y R
(TKO =0.033 %) ’ 0
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Humxe npenena odonapysxenus (I10 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnvHuuHas HeupeHTUGUIH- 0,20 %.
pOBaHHas NpUMeCh 0.06%

Remarks: The Product confirms to ND/

ITpumeuanue: Ilpoaykrt cooTBercTByer TpeGoBanusaM HJI

Conclusion: APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IToxrorosneno: Ramakant
o L

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBogurelib
Manoj Kumar

Reprint Date /
Jara:13.02.2023

Reprint Date /
Jara: 13.02.2023

Reprint Date /
Jata : 13.02.2023
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CEPTHOHUKAT AHAJTHU3A

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

poavier: Ketopon" (ketoponak) pacTsop Juts BHYTPHBEHHOTO 1 BHYTPHUMBILICYHOTO BREACHHS, 30 Mr/mMn
Batch No / : V230075 Batch Quantity / : 272727ampules /
Cepus Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001645286 Date of Analysis / ¢ 13.02.2023
AHasuTHYeCKHH oTueT Ne Jara anannza |
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

ara npoussoacrea TI'onen go

Analysis performed according ND / Auannz nposesen no HJI: JI[1-001365-170222
Page3of4/Crp.3m3 4

Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee—‘
npumeceii 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Ma Not less than label claim (1.0 mL) /
Hspaekaemblii 00Lem He menee HommHanpHOro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbunie <=0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mr
HJOTOKCUHBI KETOpoJaKa TpPOMETaAMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh
CrepHibHOCTL (1151 KakKAOi COMPLIES CTEPUNBHBIM.
15-oii cepumn)

11 Assay / KonuyecrBennoe 29.98 mg /29.98 mr From 270mg to 33.0mg of
onpegesieHue CisHj3NO;3 C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pile} 33,0 MI C15H13N03'C4H]1NO3
(keToposaka TpoMeTamMuH) B 1 ML

12 Alcohol content / Tanon From 10.60 % to 12.60 %. /
11.66 % Ot 10,60 % o 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeyanue: [Mpoaykt coorsercrpyeT Tpebosanusm HJJ 3axarwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ramakant Hposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosogutens
@u\i&} f _ Manoj Kumar @_ﬁ‘:&
Reprint Date / ' Reprint Date / Reprint Date /
Jara:13.02.2023 Hara: 13.02.2023 Hara : 13.02.2023
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Ananuruueckuii otuyer Ne

Jara anaanza

CEPTUO®PUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Opoxykr: Ketopon” (ketoposnak) pacTeop uisi BHYTPHBEHHOIO M BHYTPHMbILIEUHOTO BBEACHHS, 30 MI/MJT
Batch No / : V230075 Batch Quantity / : 272727ampules /
Cepusi Ne Oo0BemM cepun 272727 amnvi
Analytical Report No / : 890001645286 Date of Analysis / : 13.02.2023

Date of Manufacture /
| MaTa nponzBOACTBA

: Jan.2023

Togen go

Date of Expiry /

: Dec.2025

Analysis performed according ND / Ananus nposenxen o HJI: JIT1-001365-170222

Page 4 0f4/Crp.4u3 4

13 Packaging / Ynakogka

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 wMnm B aMmoynsl 3
CBETO3AlUTHOIO CTeKJIa
kopuuHeBoro knpacca I (USP). B
BEpXHEN 4YacTH aMITyJibl HaHECEHK
KONIBLIO ¥ TOYKa Ui pasioma. Ha
aMmITyJly HaAKJIEHUBAIOT ITHKETKY.

IMo 10 amMmyn ¢ MHCTpYKLMEH IIO
MPUMEHEHUIO MIOMEIAI0T
B [IBX/amomMuHHeBbIi 61cTep.

Tlo 1 6amMcTepy B Na4yKy 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 wMa B amnynsl 3
CBETO3ALIUTHOIO CTEKJIa KOPUYHEBOTO
WIX  TEMHO-KOPUYHEBOrO  LIBETa
knacca 1 (USP). B BepxHeil wactu
aMIynbl HAaHECeHBl KOJBIO M TOYKa
1U1s1 pasnoma. Ha ammmyny Hakiensarot
3THKETKY.

Ilo 10 amnyn ¢ WHCTpyKuuMel mo
MPUMEHEHUIO MOMEIIAI0T
B [IBX/anmomMuHueBbII GUCTEp.

ITo 1 GnucTepy B Mayky KapTOHHYIO;
Uit cTallMoHapoB: no 2, 3, 5
BJINCTEPOB B MAYKY KapTOHHYIO,

14 Labelling / MapkupoBka

According to ND / B cootserctauu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3auminenHom
OT CBETa MECTE MpH TeMIlepaType He Bolie 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpox roanoctn

3 years. / 3 roaa.

Remarks: The Product confirms to ND/
Tpumeyanue: Mpoaykr cooterctByeT TpeGoBanmam HJT

Conclusion: APPROVED /
3akawyenne: QJJOFPEHO

Prepared by /
INoarorosneno: R@mkam

B

Checked by /
ITposepeno: Pardeep Kumar

g

Manoj Kumar -

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykopoauTessb

okl

Reprint Date /
JHara:13.02.2023

Reprint Date /
Hara: 13.02.2023

Reprint Date /
JHara : 13.02.2023
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