Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections; 30 mg/ml
Ipoaykr: Ketopon" (ketoponak) pacTeop Uit BHYTPUBEHHOTO ¥ BHYTPUMbiLIeUHOrO BBeAeHHUS, 30 mr/mn
Batch No / : V230365 Batch Quantity / : 272727ampules /
Cepusa Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001662256 Date of Analysis / : 10.05.2023
AnalaTHYECKHI oTueT Ne JlaTa ananu3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTta npou3BoJcTBa Tonen no
Analysis performed according ND / Ananus nposenen mo HJI: JII1-001365-170222
Pagel of4/Crp.1mn34
1;.00 Test / [Ioka3zarennb Results / Pe3yanbTaThl Specification / Hopma
1 Description / Onucanue Clear, light yellow solution. / | Clear colorless to pale yellow solution.
ITpo3zpaunblit cBeTio-xenTelii | / Ilpo3paunblit OecuBeTHBINH WK
pacTBop. CBET/I0-XKeNThbi pacTBop.

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

IMonyiuHHOCTH 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
yAEPKMBAHUA OCHOBHBIX THKOB Ha | YNEepKWUBaHMS OCHOBHBIX THMKOB Ha
XpOMaToTpamMme UCTIBITYEMOTO | XpOMaTorpamme HCIBLITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM | pacTBopa [OJDKHBI COOTBETCTBOBATh
YIOEPKUBAHUA OCHOBHBIX TIMKOB HAa | BpEeMeHaM YAEpXUBaHUS OCHOBHBIX
XpoMaTorpamMmme CTAHOAPTHOTO | THKOB Ha XpoMaTorpaMmme
pacTBopa KeTopojiaka TPOMETaMMHa | CTaHAapTHOrO pacTBOpa KEeTOopojaka
7 HapoKceHa (pazmen | TpoMeTaMHHa W HafpokceHa (pasjen
«KonuyecTBeHHOE onpefieIeHHE») «KonmuecTBeHHOE OTIpeeTIeHUE )

3 Clarity / TIpospaysocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHms
npenaparta He 10JDKHA [PEeBbILIATh
OTaNeCUEeHLHIO STATOHA CpaBHeHus 1.

4 Color / IlgeTHOCTD 0.11 Not more than 0.20 at 430 nm. /

He 6onee 0,20 nmpu AnvHe BOJIHBI
430 HMm.
5 pH 7.32 From 6.9 t0 7.9./Ot1 6,9 0o 7.,9.
6 Particulate matter / MexaHu4ecKHe BK/IKYEHHS
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusm HJL 3akawuenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ramakant [TposepeHo: Pardeep Kumar | Ono6peno: Menemkep / Pykosoautens
A _@ﬂL =l - Manoj Kumar % disant
Reprint Date / o Reprint Date / Reprint Date / —
Hara: 10.05.2023 Hara: 10.05.2023 Jata : 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900C 2900, Fax: +31 40 4900 2939, Emazil: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com
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CEPTUPUKAT AHAJIM3A

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

Ipoaykr: Ketopon" (keToposiak) pacTBOp AJs BHYTPUBEHHOTO H BHYTPHUMBIILIEYHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V230365 Batch Quantity / : 272727ampules /
Cepus Ne O6mbem cepun 272727 amnyn
Analytical Report No / : 890001662256 Date of Analysis / : 10.05.2023
Ananurnyeckuii oruer No JlaTa aHa/u3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npou3BoacTBa I'ogen no

Analysis performed according ND / Ananus nposesed no HJ: JI[1-001365-170222

No

Test / [Toka3aTeb
No

Page2 of 4/ Crp. 2 u3 4

Results / PesyabTaTtsbl

Specification / Hopma

6A Visible particles /
Bupumebie 4acTUIbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTcTBUYM C TPEOOBAHUSIMH.

6B Invisible particles /
HeBuauMBIE YaCTHLbL:

i. Particles> 10 pm/ 27 not more than 6000 per ampoule /
Yactun pazMepom > He 6onee 6000 Ha ammyny;
10 MM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTHI[ pa3MepoM > He 6onee 600 Ha amITyy.
25 MKM
7 Related substances / PoacTeenHble npumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Ooisee
0,20 %;
1 V]
Impurity B / Ilpumecs B Not detected / He o6Hapyxena not more than 0.50 % / He Oonee
0,50 %;
Impurity C / Ipumecs C not more than 0.50 % / He ©6onee
0.04% 0,50 %;
- Below Limit of Detection (LOD =
Impurity D / I[Tpumecs D 0.014 %) / Huxe npenena not more than 0.20 % / He Oonee
obHnapyxenus (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / 0.10% Not more than 0.20 % / He 6onee
EnuuigHas HeuaeHTUDULIU- 0,20 %.
pOBaHHas IpUMeECh
Total impurities / Cymma 0.28 % Not more than 1.50 % / He 6onee
npumeceii 1,50 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorBercTBYET TpeboBanusm HJT

Conclusion: APPROVED /
3akmrouenne: OJJOBPEHO

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

INoarotosneno: Ramakant W IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautesns
! ) o — Manoj Kumar Yot 121"

Reprint Date / ' Reprint Date / Reprint Date / T

Hara: 10.05.2023 Hara: 10.05.2023 Hara : 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
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Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTUOUKAT AHAJTU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30-mg/ml
Ipoaykr: Keropan" (xeToposax) pacTBop Uil BHYTPMBEHHOIO W BHYTPUMBILUEHHOFO BBEACHHUS, 30 Mr/mn
Batch No / : V230365 Batch Quantity / : 272727ampules /
Cepusi Ne Ob6bem cepuu 272727 amnyn
Analytical Report No / : 890001662256 Date of Analysis / : 10.05.2023
AHanuTH4ecKHi oTyeT No Jlara ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npou3BoaACTBA I'onen mo
Analysis performed according ND / Auanun3s nposenen mo H/I: JI1-001365-170222

Page 3 0of4/ Crp.3u3 4

NNS Test / ITokasaTenb Results / PeayabTaThl Specification / Hopma

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUsenexaemblii 00bem He menee HomunansHoro (1,0 mm)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/Mr
SHAOTOKCHUHBI KeTopoJlaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomxeH ObITh
CTepuabHOCTD (IJ1s1 KaXK 10 NA CTEPWIbHBIM.
15-oii cepun)
11 Assay / KosimuecTBeHHOe 29.67 mg/29.67 Mr From 270mg to 33.0mg of
omnpeaeneHue CisHi3sNO3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
a0 33,0 Mr C-15H13NO3'C4H11NO3
(KeTopoNaka TPOMETaMHH) B 1 ML
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.92% Ot 10,60 % 1o 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Tpoaykr coorseTcTBYeT Tpeboanusm HJI 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant, ) W IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / P KOBOZMTEITH
{»Jgfan_ ol Manoj Kumar !},ﬁmm [ >
Reprint Date / i Reprint Date / Reprint Date /
Jara: 10.05.2023 Hara: 10.05.2023 Jara : 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85155AP1984PLC0O04507
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CEPTHOUKAT AHAJIN3A

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon™ (keToposak) pacTBOp A7 BHYTPMBEHHOIO W BHYTPHUMBILLIEHHOr0 BBeAeHHS, 30 Mr/mn -

Batch No / : V230365 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001662256 Date of Analysis / : 10.05.2023
AHanuTHYecKHH oTyeT No JlaTta anannza
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTta npoussoacraa I'onen no
Analysis performed according ND / Ananu3s npoeegen mo H; J111-001365-170222

Pagedof4/Crp.4u3 4

No

Test / [Toka3zaTennb
Ne

Results / PesyabTaTsl

Specification / Hopma

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. /

ITlo 1 wMn B amnyisl u3
CBETO3aUUTHOTO cTekna
kopuuneroro kimacca I (USP). B
BEpXHEH 4acTH aMIyNbl HAHECEHBI

amITyJly HaKJIEMBAlOT STHKETKY.
ITo 10 ammyn ¢ uHCTpykuueil no
MPUMEHEHHIO HOMELIAIT
B [IBX/amomMuHueBslit Gnycrep.

Ilo 1 6nuctepy B nauky KapTOHHYIO.

KOJbLO W TOuKa 1ig pasnoma. Ha’

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 wmMn B aMOyas U3
CBETO3ALIUTHOrO CTEKJIa KOPUUYHEBOTO
HIH  TEMHO-KOPHYHEBOTO  LIBETA
knacca [ (USP). B Bepxieit dactu
amnylibl HaHECEHB! KONbLO H TOYKa
[uis pasnoma. Ha aMmyny HakJienBaroT

JTUKETKY.
Ilo 10 ammyn ¢ MHCTpYKUMEH nO
NPUMEHEHHIO MOMEIAOT

B [IBX/antoMuHueBbI GnmcTep.

ITo 1 daucTepy B NayKy KapTOHHYIO;
JUIsi  crauMoHapos: Ho 2, 3, 5
OJIMCTEPOB B TTAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorercTBun ¢ HJI.

15 Storage conditions /
XpaHeHuUe

In a place protected from light below 25 °C. Do not freeze. / B 3amuienHom
OT CBETa MECTe IIpH TeMmneparype He Bbille 25 °C. He 3aMOpaXHBaTh.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumenanne: IponykT cooTBeTcTBYeT Tpedopanuam HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

IMoarororneno: Ramakant u
‘G

Checked by /
Ilposepeno: Pardeep Kumar

= Manoj Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / PykosoauTesb

) “) ped.
S

Reprint Date /
Jata: 10.05.2023

Reprint Date /
Hara: 10.05.2023

Reprint Date /
JlaTa : 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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