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CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTU®UKAT AHAJIM3A

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon” (ketoponak) pacTeop Ans BHYTPHBEHHOTO. K BHYTPHMBLILIEUHOIO BBCACHH, 30 mr/mn

Batch No / : V220969 Batch Quantity / : 272727ampules /
Cepusg Ne Oobnem cepun 272727 amriyn
Analytical Report No / : 890001630224 Date of Analysis / : 24.11.2022
AHanuTHYecKUi oTyeT No JlaTa aHanu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jlata npon3BoACTBA T'osen 10

Analysis performed according ND / Anamms nposeaen no HJL: JI[1-001365-170222

Pagel of4/Crp. 11u34

1;.:) Test / IlokasaTenb Results / PesyibTaThl Specification / Hopma
1 Description / Onncanune Clear colorless  solution. / | Clear colorless to pale yellow solution.

TpospauHblil GecLBETHLIA PacTBOD. /  TlpospauHblil 6GeCUBETHLIN WM

CBETJIO-XKENThI} pacTBOp.

2 Identification /
INoaIMHHOCTD

The retention times of the ma

in | The retention times of the main peaks

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
yAEPKHBAHHS OCHOBHBIX MHKOB Ha | YNEPKUBAHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamMme HCIBITYEMOI0 | XpOMaTorpaMmme UCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM | pacTBOpa IOJDKHbI COOTBETCTBOBATDH
yIepXUBaHKs OCHOBHBIX MUKOB HAa | BpeMEHaM YIEPXHBaHUA OCHOBHBIX

XpoMaTrorpamMmme CTaHOAPTHOTO | TTHKOB Ha XpoMaTorpaMme
pacTBopa KeTopojiaka TPOMETaMMHA | CTaHOapTHOrO pacTBOpa KETOpo.aka
u HamnpoKceHa (pasmen | TpoMeTaMHHa WM HampokceHa (paszen

«KonnyecTBeHHOE onpeneneHue»)

«KoNM4ECTBEHHOE OTpeieieHUE)

3 Clarity / Ilpo3paynoctb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUuUs
npemnapara He HOJDKHA NPEBBILIATE
OMaJeCIeHIIMIO 3TaNOHa CpaBHEHu L.

4 Color / IIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIHHE BOJIHBI
430 uMm.

5 pH 7.36 From 6.9 t0 7.9./0T1 6,9 no 7,9.

Remarks: The Product confirms to ND/

ITpumeuanue: [Ipoayxr coorsercTByeT Tpebosanusam HJL

Conclusion: APPROVED /
3axmwouenue: OJIOBPEHO

Hata:24.11.2022

Hara: 24.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankaj Verma Iporepeno: Naresh Kumar Ono6peHo: Menemxkep / PykoBoauTeb
[ Manoj Kumar 5 .
- ~
Reprint Date / Reprint Date / Reprint Date /

Jara : 24.11.2022
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Product : /

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

[IpoaykT: Ketopon" (keToponak) pacTBop Afls BHYTPUBEHHOrO ¥ BHYTPHMBILIEYHOrO BECACH A, 30 mr/mn
Batch No / : V220969 Batch Quantity / : 272727ampules /
Cepusa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001630224 Date of Analysis / 1 24.11.2022
AHanuTHYecKHi oTyeT No Jlara ananusza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTa npon3BojcTBA Togen a0
Analysis performed according ND / Ananns nposeaen no HJL: JII1-001365-170222

Page2 of 4/ Crp. 2 n3 4

6 Particulate matter / MexanuyeckKue BKJIIOYEHHS

6A Visible particles /
BuauMble 4aCTHUBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUY C TPEGOBAHUAMM.

6B Invisible particles /
HeBuaumMblie 4yacTULbL:

Huxe npeacna obnapyxenns (110 = 0.014 %)

Any unspecified impurity /
EnvuuuHas HenIeHTHULIH-

i. Particles > 10 pm/ 06 not more than 6000 per ampoule /
YacTHL pa3sMEPOM > ue 6onee 6000 Ha amnyny,
10 MkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHULl pa3MEpPOM 2> He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTeennbie npuMecu
Impurity A / Ilpumecs A 0.14% not more than 0.20 % / He Ooinee
0,20 %;
Impurity B / IIpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Goiee
Hipke npenena o6napyxenns (IO = 0.014 %) 0.50 %:
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hixe not more than 0.50 % / He Oomee
npeaena KOJIMYCCTBEHHOI0 ONpEACNCHHA O 50 ‘V .
(TKO =0.033 %) 4 o
Impurity D / ITpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He Oonee

0,20 %.

Not more than 0.20 % / He Gonee
0,20 %.

poBaHHasi IPHMEChH 0.07%
Total impurities / Cymma 0.26% Not more than 1.50 % / He 6oinee
npumecei 1,50 %.

Remarks: The Product confirms to ND/

[Mpumeuanue: IpoaykT coorsetcTeyeT Tpebopanusam HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by. Mauager/Eaceulive /
IMoarorosneno: Ankaj Verma [Nporepeno: Naresh Kumar Ono6peHo: Menemxep / Pykosoaurensb
ﬁj. e é Manoj Kumar ik,
- —— L4
Reprint Date / Reprint Date / Reprint Date /

Hara:24.11.2022

Jara: 24.11.2022

Jata : 24.11.2022
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CEPTUH®HNKAT AHAJIM3A

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

ponykr: Ketopoin" (keToponak) pacTBOp Al BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBCACHNS, 30 mr/mn
Batch No / : V220969 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001630224 Date of Analysis / : 24.11.2022
AHanuTHYecKnii oryer No Jara anangnsza

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

JlaTa npoH3BoJCTBa logen no

Analysis performed according ND / Anaaus nposejen mo HJI: JI1-001365-170222
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8 Extractable volume /
U3BJekaemblii 00beM

1.0ml/ 1.0 Mn

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

9 Bacterial endotoxins /
BakrepuanbHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KeTopoJiaka TPOMeTaMHHa.

15-0ii cepumn)

10 Sterility (every 15th batch) /
CTepuabHOCTD (IJIs1 K210

COMPLIES

Must be sterile. / JomkeH OBITb
CTEpHIBHBIM.

11.47 %

11 Assay / KosinuecTBeHHOE 29.61 mg/29.61 mr From 27.0mg to 33.0mg of
onpexaeeHue C1sH1aNO3-C4H 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
g0 33,0mr CisHsNO; C4HINOs
(xeToponaxa TPOMETaMHH) B 1 M.
12 Alcohol content / ITaHou From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [TpoayKT cooTseTcTBYeT TpeGosanusam HJI

Conclusion: APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ankaj Verma IMpoeepeHo: Naresh Kumar Onobpeno: Menemxkep / Pyxosoauress
@ Manoj Kumar X el
<, §
Reprint Date / Reprint Date / Reprint Date /
Jata:24.11.2022 Hara: 24.11.2022 Hara : 24.11.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

500034, Telangana, India




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

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

Mpoaykr: Keropon™ (KeTopoak) pacTRop JUIs BHYTPHBEHHOTO W BHYTPHMbILIEYHOTO BBCICHIA, 30 mr/mn
Batch No / : V220969 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepun 272727 amiiyn
Analytical Report No / : 890001630224 Date of Analysis / : 24.11.2022
AnanuTudeckuii oTuer No Jara anayiuza

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

JlaTa npoH3BOACTBA Toxen 1o
| Analysis performed according ND / Auajn3 npogejies 0o H: JIIT-001365-170222

Page4 of 4/ C1p. 4 u3 4

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. /

Mo 1 wMn B aMmOyasl U3
CBETO3ALIUTHOIO CTeKTa
xopuuHesoro kiacca I (USP). B
BEpXHeH 4acTu aMmyJibl HaHECEHbI
KOJIBLO W TO4YKa Ansd pasioma. Ha
aMIyly HakIenBaroT 3THKETKY.

ITo 10 ammyn ¢ MHCTPYKLHEH IO
TIPUMEHEHHIO MOMELIAIOT
B [IBX/anoMuHH1EBbLH 6IHCTED.

ITo 1 6nucTepy 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 amnynsl u3
CBETO3AILIUTHOTO CTEKJIa KOPUYHEBOTO
WIX  TEMHO-KOPUYHEBOTO  ILIBETA
xiacca I (USP). B BepxHel wactu
aMITy/ibl HAHECEHB! KONBLO U TOYKA
1uist pasnoMa. Ha amnyny HakenBatoT
ITHKETKY.

[To 10 ammya ¢ WHCTPYKUMEH IO
NIPUMEHEHHI0 HOMELIAI0T
B [IBX/anmomMuHueBslit GMcTep.

ITo 1 GnucTepy B NauKy KapTOHHYIO;
Ind  cTaudoHapoB: mo 2, 3, 5
GAMCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorserctaun ¢ HJ,

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aIumeHHOM
OT cBeTa MecTe NpH Temnepatype He Bele 25 °C. He 3aMOpaXUBaTh.

16 Shelf-life / Cpox roanocrtu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
TIpumeyanue: [IpoLyKT COOTBETCTBYET TPeOOBAHUAM HA

Conclusion: APPROVED /
3axmouenne: OJIOGPEHO

Prepared by /
Ioarorosneno: Ankaj Verma

K

Checked by /
[posepeno: Naresh Kumar

-_—

Approved by: Manager/Executive /
Opo6peno: Menemkep / PykoBoaurens
&( Manoj Kumar

(eu

Reprint Date /
Hara:24.11.2022

Reprint Date /
Hara: 24.11.2022

Reprint Date /
Jara : 24.11.2022
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