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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUPUKAT AHAJIU3A www.drreddys.com
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoayxkr: Ketopon® (keroponak) pacTeop Ans BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEAEHHUS, 30 MI/mn
Batch No / : V220930 Batch Quantity / : 272727ampules / i
Cepusi Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001629563 Date of Analysis / : 21.11.2022
AHanurTHyecKkuit oTuyer Ne JlaTa ananusa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jarta npousBosacTBa T'onen go
Analysis performed according ND / Anajins nposenen no HJ: JII1-001365-170222

Pagelof4/Crp.1u3 4

|
1;.3 Test / ITokasaTesb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
IIpozpaunslii GeclBETHEBIH pacTBOP. / TlpospauHbiit OecUBETHBIH WK
CBETJIO-KENTBIH PacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks
IMopanHHOCTL 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
YOEPKUBAaHUA OCHOBHBIX IIMKOB Ha | YAEPXKUBAaHHS OCHOBHbIX ITMKOB Ha
Xpomarorpamme HCOBITYEMOTO | XpoMarorpamme UCOBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBopa HODKHBI COOTBETCTBOBATH
YIOEPXKUBAaHHA OCHOBHBIX ITHKOB Ha | BpeMEHaM YIEP)KHUBAHHA OCHOBHBIX
XpomaTorpamme CTAHOAPTHOTO | MHKOB Ha XpoMaTorpaMmme
pacTBOpa KeTopojiaka TPOMETaMHHAa | CTaHAApTHOTO pacTBOpa KeTopojaka
I8 HanpoKceHa (pa3men | TpoMeTaMHHA M HampokceHa (pasmen

«KoJIHYeCTBEHHOE ONpe/IeNeHHE) «KoJuyecTBeHHOE oNpeneneHue»)

3 Clarity / Ilpo3pauHocTb Complies / CooTBercTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension [. / OnanecueHuus
npenapara He JOJDKHa NMpeBbIINaTh
onajecUeHLHI0 3TalloHa cpaBHeHus! L.

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

He 6onee 0,20 npy juinHe BOJIHBI
430 uM.

5 pH 7.42 From 6.9t07.9./0t16,9 10 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeyanue: ITponykT cooTBeTcTBYET TpeGoBanuaM HJJ 3aknmiodyenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankaj Verma IIpoeepeno: Naresh Kumar Onobpeno: Menemxep / Pykosoaurenb

' Manoj Kumar /
& a3 : e
Reprint Date / Reprint Date / Reprint Date /
Hara:21.11.2022 Hara: 21.11.2022 Hara : 21.11.2022
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Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIponykr: Ketopon® (keroponak) pactsop /1 BHYTPHBEHHOrO U BHYTPUMBILIEYHOrO BBEAEHHS, 30 MI/mn
Batch No / : V220930 Batch Quantity / : 272727ampules/ |
Cepns Ne ObBem cepun 272727 amnyn
Analytical Report No / : 890001629563 Date of Analysis / : 21.11.2022
AHaauTHYecKHi oTuer Neo Jdara ananuza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

Jdara npousBoacTBa TI'ogen a0

Analysis performed according ND / Anann3s nposeaen mo HJL: JI[1-001365-170222
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6 Particulate matter / Mexanuuyeckue BKIOYEHASA
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Buaymele gacTuisl B cooTteeTcTBHU C TpeOOBaHUAMHU.

6B Invisible particles /
HeBunumble yacTHIIBI:

1. Particles > 10 pm/ 55 not more than 6000 per ampoule /
YacTnn pasmMepom > He 6onee 6000 ra amnyny;
10 Mxm
ii. particles > 25 ym/ 01 not more than 600 per ampoule /
YacTull pasMepoM > He 6onee 600 Ha ammyry.
25 MKM
7 Related substances / PoxcTeeHHble mpuMecH .
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / IIpumecs B Below Liniit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Gonee
Hmxe npenena obHapyxceuns (110 = 0.014 %) 0.50 %:
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hike not more than 0.50 % / He 6oiee
npeacna KOJIMHECTBECHHOIO ONpeAENeHUA 0 50 %

(TIKO = 0.033 %)

1 1]
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / not 1:10re than 0.20 % / He OGosee
Hinke npenena obuapysenus (IO =0.014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvnndHas HeuaeHTUOUIIY- 0,20 %.
poBaHHaA IIPHMECH 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6Gonee
npumecer 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykT cooTBercrByer TpeboBanusm HJI 3akmouenune: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Ankaj Ve ; ITpoeepeno: Naresh Kumar Onobpeno: Menemxep / PykoBogutens
K Manoj Kumar :
(B b j Yl
Reprint Date / Reprint Date / Reprint Date /
Hara:21.11.2022 Hara: 21.11.2022 Jara : 21.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoayir: Keropon” (keToponak) pacTBop Ui BHYTPHBEHHOTO W BHYTPHMbILIEUHOFO BEEACHHA, 30 MI/Mul
Batch No / 1 V220930 Batch Quantity / 2 272727ampules /
Cepus Ne O6bem cepun 272727 amiiyn
Analytical Report No / : 890001629563 Date of Analysis / : 21.11.2022
AHaJauTHYeCKH oT4eT Ne Jdata ananauza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

JdaTa npouzsoicTea Toxen go

Analysis performed according ND / Ananns nposegen no HA: JIT1-001365-170222
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8 Extractable volume /
H3eekaemblii 06bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee HomunaneHoro (1,0 mn)

9 Bacterial endotoxins /
baktepnanbhnie
3HA0TOKCHHBI

<=0.725 EU/mg /
<=0.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6omee 5,8 EQ/Mr
KeTOopoJiaka TPOMETaMH1Ha.

10 Sterility (every 15th batch) /
CrepunsHOCTS (A5 ka0
15-0it cepum)

COMPLIES

Must be sterile. / JlomkeH ObITh
CTEPHIILHBIM.

11 Assay / KonnyecTBeHHoe 29.62 mg /29.62 mr From 27.0mg to 33.0mg of
onpegeieHue CisHisNOs C4H ;1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
(e} 33,0 Mr C15H13NO3‘C4H11NO3
(keToposaka TpoMeTaMuH) B 1 MII.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.56 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

Ipumeuanne: [TponykT coorsercrayer Tpebopanusam HJJ

Conclusion: APPROVED /
3axiawuenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxgroroeneno: Ankaj Verma Iposepeno: Naresh Kumar Onobpeno: Menemkep / Pykosoaurens
o OnGper =
P{/ 3 anoj Kumar ?\3"2 e
Reprint Date / Reprint Date / Reprint Date /

Jara:21.11.2022

Jara: 21.11.2022

Hara : 21.11.2022

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: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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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

CEPTUDOUKAT AHAJIU3A www.drreddys.com

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

Mpoayrr: KeTopos™ (KeTopo/ak) pacTeop M BHYTPUBEHHOTO U BHYTPUMbILIEYHOTO BBEAEHHS, 30 Mr/mil
Batch No / 1 V220930 Batch Quantity / : 272727ampules /
| Cepns Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001629563 Date of Analysis / : 21.11.2022
AHanuTHaecKui oTuer Ne Jlara ananuza

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jarta npouszBoacTBA I'onen no

Analysis performed according ND / Auann3s nposeaen nmo HJI: JITI-001365-170222
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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 amoynsl  ¥3
CBETO3aLUTHOrO CTeKJIa
kopuyHesoro knacca I (USP). B
BEPXHEH YaCTH aMITyNbl HaHECEeHbI
KOJIBLO M Todka Ui pasioma. Ha
aMITyJly HaKJIeUBarOT 3TUKETKY.

ITo 10 ammyn ¢ WHCTpyKuuMe#l Mo
NPUMEHEHHIO NIOMEILAIOT
B [IBX/antomunnessiii 6uctep.

ITo 1 6aucTepy B MayKy 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 w™Mn B aMoyisl u3
CBETO3AIIUTHOIO CTeKJIa KOPUIHEBOTO
WIM  TEMHO-KOPHYHEBOTO  LIBETa
kmacca I (USP). B BepxHeil uactu
aMITyJibl HaHEeCeHbl KONBLO W TOYKA
IUis pazioMa. Ha amnyny HakiieuBaroT

STUKETKY.
Ilo 10 amMnyn ¢ UHCTpyKLMEH 110
MPUMEHEHHIO HOMELIAloT

B [IBX/amoMHHUEBbIl GancTep.

ITo 1 6nucrepy B MauKy KapTOHHYIO;
Ind  CTanMoHapoB: 1o 2, 3, 5
6IMCTEPOB B MauKy KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootseTcTBHu ¢ H]I.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHoM
OT CBETa MECTe IpU TemIeparype He Beiwe 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpox roaHocrn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: IIponykr cooTBercTByeT TpeGoBanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarororneno: Ankaj Verma

7

Checked by /
Ilporepeno: Nares/l_l Kumar

(L. Manoj Kumar
-—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxon?fl:-rrcnb

Reprint Date /
Jara:21.11.2022

Reprint Date /
Hara: 21.11.2022

Reprint Date /
Jara : 21.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India
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