Dr.Reddy’s Qg'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT 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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularinjegtionddyé.amg/ml
Hpoayxr: Ketopon™ (ketoponak) pacTBop A/ BHyTPUBEHHOTO U BHYTPUMBILIEYHOrO BBEAEHNS, 30 Mr/mn
Batch No / : V220763 Batch Quantity / : 272727ampules /
Cepust Ne Ob6nem cepun 272727 amnyn
Analytical Report No / : 890001620119 Date of Analysis / : 05.10.2022
AnanutTHyeckHi oruer Ne JlaTa anann3a

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

Jara npou3BoacTBa Toxen no

Analysis performed according ND / Anaans nposegen no HJI: JII1-001365-170222

Pagel of4/Crp. 1u3 4

[po3pauHsiit 6ecLBETHBIH pacTBOP.

NN? Test / [TokazaTenn Results / PesyabTarsl Specification / Hopma
1 Description / Onucanmue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospayHblit GecUBETHBIN  Min
CBETJIO-KENTbIHA pacTBOp.

2 Identification /
IMoanHHOCTDH

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) / BpemeHa
YIEpP)KMBaHHA OCHOBHBIX IMKOB Ha
XpoMaTorpamme MCHBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YIOEPXKUBAHUS OCHOBHBIX MMHUKOB Ha
XpoMaTorpamMmme CTaHIApPTHOI'O
pacTBOpa -KeToposiaka TpoMeTaMHHa
n " HallpoKceHa (paznen
«KonnuecTBeHHOE ONpeneneHHe»)

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) / BpemMena
yIepKUBaHUA OCHOBHBIX IHKOB Ha
XpomaTtorpamme UCOBITYEMOTO
pacTBopa [JOJKHBI COOTBETCTBOBATD
BpEMEHaM YIACPXUBAHUA OCHOBHBIX
TIMKOB Ha XpoMaTorpamme
CTaHIAPTHOTO PAacTBOpa KETOposaka
TpOMeTaMmiHa U HalpokceHa (pasjen
«KOoJM4eCTBEHHOE ONPENEeHUEY)

3 Clarity / IIpospa4HocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecLeHIHA
npenapaTa He JOJDKHA NPEBbIATh
OMaNecUEHIHIO 3TaloHa cpaBReHus L.

4 Color / LIBeTHOCTDb 0.05 Not more than 0.20 at 430 nm. /
He 60nee 0,20 npu AnKHE BOJIHEI
430 umMm.

5 pH 7.35 From 6.9 t0 7.9./ 0t 6,9 10 7.,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [Iponykt coorsercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankaj Verma

.o

Checked by /
IIpoBepeno: Naresh Kumar

s Manoj Kumar

e

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykosoauTterns

Ol

Reprint Date /
Hara:05.10.2022

Reprint Date /
Jarta: 05.10.2022

Reprint Date /
Hara : 05.10.2022

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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02

AnanutuueckHuii oruet Ne

JlaTa anaausa

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularivestoaddye ang/ml

Hpoavkr: Keropon™ (keroponak) pacTBop A BHYTPUBEHHOIO U BHYTPHMbILIEYHOrO BBEACHUS, 30 Mr/mn
Batch No / : V220763 Batch Quantity / : 272727ampules /
Cepus Ne O6beM cepHH 272727 amnyn
Analytical Report No / : 890001620119 Date of Analysis / : 05.10.2022

Date of Manufacture /
HdaTa npoussoacTsa

: Sep.2022

T'open go

Date of Expiry /

: Aug.2025

Analysis performed according ND / Ananns nposeaen no HJI: JIN1-001365-170222

Page 2 of 4/ Cr1p. 2 m3 4

6 Particulate matter / Mexannuyeckue BKIIOUYEHH
6A | Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumbie acTuLipl B cOOTBETCTBHU € TPEGOBAaHUAMU.
6B Invisible particles /
HeBHUAUMBIE YaCTHULIB:
i. Particles> 10 um/ 14 not more than 6000 per ampoule /
" YacTun pasMepoM > He 6onee 6000 Ha aMmyy;
10 Mkm
il. particles >25 pm/ 00 not more than 600 per ampoule /
YaCTHL pa3MEPOM > He 6ojee 600 Ha amIyay.
25 MKM
7 Related substances / PoacTeeHHbIe IpHMeCH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He OGonee
0,20 %;
| Impurity B / Ilpumecs B Not Detected not more than 0.50 % / He 6Gonee
0,50 %;
Impurity C / I[Tpumecs C Lass than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50% / He O6onee
npeaena KoJaH4yeCTBEHHOro ONpencncHus 0 50 (V A
(TTKO = 0.033 %) Y 06 ]
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / He OGonee
Hwke npenena o6uapyxkenus (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
ExuuudHas HeMIeHTUQULH- 0,20 %.
pOBaHHaA MPUMECD
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnexaembiii 06bem He meHee HomunansHoro (1,0 mi)

Remarks: The Product confirms to ND/
IMpumeuanwue: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zaxmoyenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ankaj Verma

=

Checked by /
Iposepeno: Naresh Kumar

P

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTeNb
é‘ Manoj Kumar ’

W LZ;&&(:,.

Reprint Date /
Hata:05.10.2022

Reprint Date /
Jata: 05.10.2022

Reprint Date /
Hara : 05.10.2022
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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIU3A

Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular wyeetioned$s.cog'ml

Hpoaykr: Keropon™ (keToponak) pacTBop 11 BHYTPHMBEHHOTO W BHYTPHMbILLEYHOTO BBeAEHHS, 30 Mr/mn
Batch No / : V220763 Batch Quantity / : 272727ampules /
Cepusa Ne Oo6nem cepnn 272727 amnyn
Analytical Report No / : 890001620119 Date of Analysis / : 05.10.2022
AHaJurndeckuit oruer Ne JlaTa anaausa

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jdara nponsBoacTea I'ogen oo

Analysis performed according ND / Anaans nposenen mo HJI: JIT1-001365-170222

Page3 of 4/ Crp. 3 nz 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 ED/mr tromethamine. / He 6osee 5,8 E3/mMr
3HAOTOKCHHbI KETOpoJlaka TPOMETaMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JomxeH 6bITb
CTepHJIbLHOCTD (AN1s1 KAXKI0H COMPLIES CTEPUIILHBIM.
15-oii cepumn)
11 Assay / KosinuecTBeHHOE 29.47 mg /29.47 mr From 270mg to 33.0mg of
omnpenaesieHHe CisH13NO3-C4H 1 NOs (ketorolac
tromethamine) per 1 mL. /Ot 27,0 mr
ao 33,0 Mr C15H13NO3'C4H“NO3
(keToponaka TpoMeTaMuH) B 1 M.
12 Alcohol content / 3tanon 11.64 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeGOoBaHusAM HJI

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Ankaj Verma

3

Checked by /
Ipoeepeno: Naresh Kumar
<
/

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoauresns

Manoj Kumar X _L_Lj;}i__ )

Reprint Date /
Harta:05.10.2022

Reprint Date /
Jara: 05.10.2022

Reprint Date /
Hara : 05.10.2022

Registered Office: 8-7-337, Road Nn 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJH3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 5 2

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular WYeE Hmasidyo.cogiml

MpoaykT: Keropon" (keToponak) pacTeop asis BHYTPUBEHHOIO K BHYTPHMBILLIEYHOrO BBEIEHHS, 30 Mr/mn
Batch No / : V220763 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001620119 Date of Analysis / : 05.10.2022
AHaaurnyeckuii oTyer Ne Jata anannza

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

Hara nponsBoacrea Toxen go
\inalysis performed according ND / Ananus nposexen mo HJI: JIT1-001365-170222

Page 4 of 4/ Ctp. 4 u3 4

13 Packaging / Ynakoska

I 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. /

ITo 1 wMn B amnynsl U3
CBETO3aLNTHOIO CTeKna
kopuuHeBoro knacca 1 (USP). ‘B
BEPXHEH YacTH aMMylbl HAHECEHBI
KOJIbIIO M To4Ka AJs pasnoma. Ha
aMITyNy HAKJICHBAIOT STHKETKY.

ITo 10 aMmyn ¢ wHCTpyKumMed Mo
HPHUMEHEHHIO TIOMEINAOT
B [IBX/amomunuesslii 6iuctep.

o 1 6nucrepy B nauky KapTOHHy}o.

1 mL in class T 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. /

[lo 1 wMn B aMmnyis U3
CBETO3AaLIMTHOTO CTEKNAa KOPUYHEBOrO
MIX  TEMHO-KOPDHUYHEBOrO  LIBeTa
xnacca I (USP). B BepxHeii wacTtu
aMImynbl HaHECEHBI KONBLO M TOYKa
1U1s pasnoma. Ha amnyny HakyieusaroT
STUKETKY.

Mo 10 ammyn c uHCTpyKuueii mo
NpUMEHEHHIO HOMEILaT
B [IBX/antoMuHueBbIit 6HCTED.

Mo 1 6aucTepy B nayky KapTOHHYIO;
Wi crauMoHapos: mo 2, 3, 5
O1HCTepOB B Na4yky KapTOHHYIO.

14 Labelling / Mapxuposka

According to ND / B cootserctsuu ¢ HJT.

15 Storage conditions /
Xpanenune

In a place protected from light below 25

°C. Do not freeze. / B 3amuieHHoM

OT CBETa MECTE Npy TemIiepaTtype He Bhile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roanoctn

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
[Ipumesanue: [poaykr cootercrayer TpeGosanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
Ilonroroeneno: Ankaj Verma

Checked by /
IIpoeepeHo: Naresh Kumar

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

| K 4 /4
ﬁ/ @// Manoj Kumar 31‘1 il
Reprint Date / Reprint Date / Reprint Date /

Harta:05.10.2022

Hara: 05.10.2022

Hara : 05.10.2022
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