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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

CEPTUDPHUKAT AHAJIM3A Tel : +91 98166 56001-G2

= — - ——www.drreddys.com

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

IlpoaykT: Ketopon® (keToponak) pacTsop Uisi BHYTPHBECHHOTO W BHYTPUMbILIEUHOrO BBEACHHS, 30 Mr/mit
Batch No / 1 V220604 Batch Quantity / : 272727 ampules /
|Cepust Ne _ |O06bem cepuu 272727 amnyn
Analytical Report No / : 890001612248 Date of Analysis / : 30.08.2022
AnanuTnyeckuii otyer Ne Jara anannza

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025

JlaTa npoH3BoACTBA T'open oo

Analysis performed according ND / Anann3 nposenen no HJI: JII1-001365-170222

Page 1 0f4/Crp.1u3z 4

/
[Tpo3payHsbiii i
pacTBop.

CBETJIO-KEJIThI

1;.:) Test / [lokaszaTesb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/ Tlpo3pauHblii OGecuBeTHbI MU
CBETIIO-XKENThIA pacTBop.

2 Identification /
MMopuHHOCTDL

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) / Bpemena
yIOepKMBaHUA OCHOBHBIX MHKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIOEP)KUBaHUsS OCHOBHBIX MHKOB Ha
XpoMaTorpamMme CTaHAAPTHOrO
pacTBOpa KeTopoJsiaka TpoMeTaMHHa
U HarpokceHa (pa3nmen
«KoJuuecTBEHHOE ONpeesIeHUE))

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
yIEep)XUBaHHA OCHOBHBIX IHKOB Ha
XpomaTtorpaMmme UCTILITYEMOTO
pacTBOpa [IOJDKHBl COOTBETCTBOBAThH
BpEMEHAM YIEPKUBAHUS OCHOBHBIX
NHKOB Ha XpoMaTorpamMme
CTaHOapPTHOrO pPacTBOpa KeToposiaka
TpOMETaMMHa M HampokceHa (pasjen
«KonwuyecTBeHHOE ONMpeeIeHue»)

3 Clarity / Ilpo3pa4yHocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
npernapara He JOJXKHa MPEeBbIILATD
OnaJeCLEHLIHIO STallOHa CpaBHEHUA [.

4 Color / IIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npyu JIMHE BOJIHbL
430 uMm.

5 pH 7.33 From6.91t07.9./0169 no 7,9.

Remarks : The Product confirms to ND/
[Ipumeyanue: Ipoaykt coorseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

-

Checked by /
[poeepeno: Himesh Kumar

—)

Approved by: Manager/Executive /
Onobpeno: Menemwxep / Pykosonutens
Amit Kumar

Qeap b

Reprint Date /
Jara: 30.08.2022

Reprint Date /
Jata: 30.08.2022

Reprint Date /
Jara : 30.08.2022

Reglstered Offlce: 8-2-337, Rudd Nu. 3, Banjaia Hills, llyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscu1arVi'r\ﬁ‘.-é-‘ré‘f'i'(l)ﬁ‘é':J U mg/ml
| IIpoaykr: Ketopon” (keToponak) pacTop A/isi BHYTPUBEHHOTO U BHYTPHMBILICHHOIO BBEACHHUS, 30 Mr/mi
Batch No / : V220604 Batch Quantity / 1 272727 ampules /
Cepus Ne O0Bbem cepun 272727 amnyn
Analytical Report No / : 890001612248 Date of Analysis / : 30.08.2022
AnajautHyeckuii oTyer No Jarta ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025

Jarta npou3BoACTBA T'onen go

| Analysis performed according ND / Ananuz nposeaen mo HJ/L: JII1-001365-170222
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6 Particulate matter / MexaHudeckmne BKIOYEHHUSR

6A Visible particles /
Buaumble yacTHLb

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTcTBMU ¢ TpeOOBaHHAMU,

6B Invisible particles /
HeBuanMble YacTHLbI:

Any unspecified impurity /
EnnnnuHas HenaeHTUULM-
pOBaHHas NPUMEChH

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena odHapyxenna (ITO

i. Particles> 10 pm/ 111 not more than 6000 per ampoule /
YacTtuu pazmepom > He 6onee 6000 Ha amnyny;
10 MkM
il. particles > 25 pm/ 04 not more than 600 per ampoule /
4acTUL| pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTeeHHble npuMecH
Impurity A / [Ilpumech A 0.14% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / TIpumecs B Below Limit of Detection (LOD =0.014 %)/ | not more than 0.50 % / He OGonee
Huxe npenena odnapyxenus (10 = 0.50 %:
0.014 %) ? ’
Impurity C / I[Tpumecs C not more than 0.50 % / He 6onee
Less than LOQ (LOQ = 0.033 %) / Hyxe 0.50 %:
npeacna KOMUMYCCTBCHHOr O onpeacneHna ? 9
Impurity D / [1pumecs D (IKO0:0550%) not more than 0.20% / He OGonee

0,20 %.

=0.014 %)

Less than LOQ (LOQ = 0.050 %) / Hike
npe/ena KOMMYECTBCHHOrO ONpPEACNCHAs
(ITKO = 0.050 %)

Not more than 0.20 % / He 6onee
0,20 %.

H3pnexaemblii 00Lem

Total impurities / Cymma 0.14% Not more than 1.50 % / He 6oiee
npumMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomunansdoro (1,0 M)

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoayxt cooTBerctByeT TpeboBaHusam HJT

Conclusion : APPROVED /
3akawuenne: ONJOBPEHO

Harta: 30.08.2022

Jlara: 30.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep Kumar ITposepeno: Himesh Kumar | Ono6peno: Menemxkep / PykoBoaurens
Q;i-'_: QJ/—,ﬁg Amit Kumar e
= e
Reprint Date / Reprint Date / Reprint Date /

Jlata : 30.08.2022
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www.drreddys.com




Dr. Reddy’s Laboratories Ltd.

Qe
Dr. Reddy,s ‘... Formulation Unit-6

) Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHO®UMKAT AHAJIM3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopos™ (keTopoaak) pacTeop Ais BHYTPHBCHHOTO W BHYTPHMbILICUYHOTO BBEACHUS, 30 Mr/Mn
Batch No / : V220604 Batch Quantity / : 272727 ampules/ |
Cepus Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001612248 Date of Analysis / : 30.08.2022
AHaautnyeckuii oryer No Jdara ananusza

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025

JlaTa npousBoacrea I'ojen 1o

Analysis performed according ND / Ananu3s nposeaen no HJI: JII1-001365-170222

Page3of4/Crp.3u3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac |
BaktepuanbHbie <=0.725 EDB/mr tromethamine. / He Gonee 5,8 EQ/Mr
IHAOTOKCHHLI KETOpoJiaka TPOMETaMUHA.

10 Sterility (every 15th batchT / Complies / Crepunen Must be sterile. / Jlomkxen 6biTh
CrepuabHocTh (11 KaKaA0#H CTEPUIIBHBIM.

15-oit cepnn)

11 Assay / KonnyecTBennoe 30.26 mg / 30.26 mr From 270mg to 33.0mg of
onpeaesjieHue Ci5H13NO3-C4H1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no  33,0mr CsH;sNOs-C4H | NOs
(xeToponaka TpomeTamMHH) B 1 MJ1.

12 Alcohol content / ItaHon 1141 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IpoaykT cooTBeTcTBYeT TpeboBanuam HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pardeep Kumar ITpoeepeno: Himesh Kumar | Ono6peno: Menemxkep / PykoBonuress
—\ -~ | AmitKumar A‘» -

— 1 e
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.08.2022 Hara: 30.08.2022 Hara : 30.08.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02

 Product : / Ketorol (Ketorolac) solution for intravenous and i11tra111uscul;t1”ﬁi‘_fi"gc TR me/ml |

Mpoaykr: Keropos” (KeToponak) pacTBop A BHYTPUBEHHOIO M BHYTPUMbILLICHHOIO BBCACHHA, 30 MI/MIT
Batch No / : V220604 Batch Quantity / : 272727 ampules /
|Cepus Ne Oobnbem cepun 272727 amnyan
Analytical Report No / : 890001612248 Date of Analysis / : 30.08.2022
AHanuTHYecKni oTueT Ne Jara ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / ¢ July.2025

Jara nupoussoacrsa Togen go
{Analysis performed according ND / Anaauns nposenen no HJI: JI[1-001365-170222
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—

13 Packaging / Ynakoeka

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 wMn B amnoyisl U3
CBETO3ALUTHOrO cTeKa
kopuuHeBoro kinacca I (USP). B
BEPXHEH 4acTW aMIyjbl HAHECEHH!
KOJILLIO M TOYKa Ads paznoma. Ha
aMILyJly HAKJIEUBAIOT ITUKETKY.

Ilo 10 amnyn ¢ MHCTpyKuMedt mo
[PUMEHEHHUIO MOMEIIAIOT
B [IBX/amomuH1eBwIi GucTep.

ITo 1 6aucTepy B mayky KapTOHHYIO.

I 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 w™Mnm B aMOoyns w3
CBETO3aLIUTHOTO CTEKJIa KOPUYHEBOTO
UM TEMHO-KOPWYHEBOTO  LiBeTa
knacca I (USP). B Bepxneii uyacrtu
aMITy/bl HaHECEHbl KOMBLUO M TOYKa
i pasnoMa. Ha ammyny HakjenBaroT
3TUKETKY.

[Tlo 10 ammyn ¢ HMHCTPYKuMed Mo
NPUMEHEHHUIO MOMEIIAIOT
B [IBX/antoMuHueBsli 6aucrep.

ITo 1 6iucTepy B Nayky KapTOHHYIO;
I cTalKMOHapoB: no 2, 3, 5
BJIHCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / Mapkupogka

According to ND / B cootsetcteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumieHHOM
OT CBETa MECTE NpH TeMIiepaType He Bhlme 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok roanocrtun

3 years. / 3 ropa.

Remarks : The Product confirms to ND/
[pumeuanne: TMponykr coorsercrayer TpeGoBannam HJT

Conclusion : APPROVED /
3akuaoyenue: OJJOBPEHO

Hara: 30.08.2022

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

[Moarorosnexo: Pardeep Kumar [Tposepeno: Himesh Kumar | Ogo6peno: Menemxep / Pykooautens
= ‘} =S Amit Kumar A_ -

Reprint Date / Reprint Date / Reprint Date /

Hata: 30.08.2022

Jara : 30.08.2022
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