Dr.Reddy’s “:‘

CERTIFICATE OIF ANALYSIS

CEPTHOPHUKAT 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 : /
Hpoaykr:

Batch No /
Cepusa Ne

1 V220535

Ketorol (Ketorolac) solution for intravenous and intramuscularA¥%A68RI%0C A8/ m]
Kertopon™ (keroponak) pacTBop fuisi BHYTPMBEHHOTO M BHYTPUMbILLCYHOTO BBeAcHHS, 30 MIY/Mn

Batch Quantity /
O0nem cepun

: 272727ampules /
272727 amnyn

Analytical Report No /
AganurHuecknii oruer Neo

: 890001610117

Date of Analysis /
JlaTa anaauza

: 20.08.2022

Date of Manufacture /
JlaTa npou3BoacTBA

: JULY.2022

T'onen go

Date of Expiry /

: JUN.2025

Analysis performed according ND / Anaus nposenen no HJ: JII1-001365-170222

Page 1l of4/Crp.1u3 4

[Tpo3pauHblit GecuBETHBII pacTBOP.

1;.2 Test / Ilokazarenn Results / Pe3yabTaTthbl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblfi 6GecuBeTHBIH Wnu
CBETIO-XKENTbIH pacTBOP.

2 Identification /
IMoannHHOCTHL

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
YAEPKUBAHHUS OCHOBHBIX NMUKOB Ha
XpoMmarorpamme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEpXKUBAHUS OCHOBHBIX MHKOB Ha
Xpomarorpamme CTaHAAPTHOrO
pacTBopa KeToponaka TpoMeTaMiHa
" HanpoKceHa (pazmen
«KoMyecTBeHHOE OnpeneaeHue»)

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) / BpemeHa
yAep)KUBaHHUS OCHOBHBIX MHKOB Ha
XpoMaTorpamme HCTBITYEMOTO
pacTBopa JOJKHLl COOTBETCTBOBATH
BpEMEHaM YAEPXMBaHUS OCHOBHBIX
NMKOB Ha Xpomarorpamme
CTaHAAPTHOTO pacTBOpa KeTopoyaka
TpOMETaMUHa W HampoKceHa {paszen
«KonudecTBeHHOE OMpeeieHue)

3 Clarity / Ilpo3pausocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapaTa He JO/KHA MPEBbIILATh
OMaNeCcUEeHIHIO 3TAIOHA cpaBHEHUs 1.

4 Color / lIBeTHOCTH 0.06 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy nnvHe ROTHW
430 HM.

5 pH 7.32 From 6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
INpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
INonroroeneHo: Ankit /

e

Checked by /
IIpoeepeno: Naresh Kumar

b

Approved by: Manager/Executive /
Onobpeno: Menemkgp / Pykooaurens
Abhishek Chanhary

-

Reprint Date /
Hara: 20.08.2022

Reprint Date /
Hara: 20.08.2022

Reprint Date /
Jara : 20.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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 (Ketoro_lac) solution for intravenous and intramuscular‘"ﬁﬁ‘é’c‘?ffﬁ%‘f%‘:ﬁ{ﬂ/ml N
| Hpoayxkr: Ketopon™ (keToponak) pacTBOp Anst BHYTPHBEHHOIO W BHYTPUMbILUEYHOIO BBEACHNS, 30 mr/mi1 |
Batch No / 1 V220535 Batch Quantity / : 272727ampules /
Cepus Ne Ob6bem cepun 2727277 amnyn A
Analytical Report No / : 890001610117 Date of Analysis / : 20.08.2022
AHaguTH4ecKkuii oruer Ne Jlara ananuza

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

JlaTa npou3BoacTBA I'onen xo

Analysis performed according ND / Anasu3 nposeged no HJ/L: JII1-001365-170222
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6 Particulate matter / MexaHnuyecKHe BKIAYEHUS

6A Visible particles /
Buaumele yacTULbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBETCTBUY C TpeOOBAHHAMMU.

6B Invisible particles /
HeBuanMble 4aCTULIBI:

Impurity B / I[Tpumecs B

Not detected / He o6HapyxeHa

Impurity C / IIpumecs C

Less than LOQ (LOQ = 0.033 %) / Hixe
npeaena KoaU4eCTBEHHOTO ONpeaeeHUs
(TIKO =0.033 %)

Impurity D / [Tpumecs D

Below Limit of Detection (LOD = 0.014 %) /
Huxe npenena obHapyxenus (I10 =

i. Particles> 10 pm/ 46 not more than 6000 per ampoule /
Yacrul pazMepom > He 6onee 6000 Ha ammyy;
10 Mmxm

ii. particles > 25 pm / 02 not more than 600 per ampoule /
YacTHUL] pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM

7 Related substances / PoacTeennsle npumecu
Impurity A / [Ipumecs A 0.15% not more than 0.20% / He OGosee

0,20 %;

not more than 0.50% / He Oonee
0,50 %,

not more than 0.50% / He Oonee
0,50 %;

not more than 0.20% / He Oonee
0,20 %.

npumecei

Any unspecified impurity / L Not more than 0.20 % / He Gonee
EavHuuHas HeMACHTHOULIM- 0,20 %.

poBaHHas MpUMECh 0.05%

Total impurities / Cymma 0.20% Not more than 1.50 % / He Gonee

1,50 %.

Remarks : The Product confirms to ND/

Ipumeyanue: [IponykT coorBercTBYeT TpeboBaHUaM HJT

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ankit INposepeno: Naresh Kumar Onobpeno: Menemkey) / Pykosoaurens
ﬂ Lﬁi Abhishek Chauhan / /
— —— / .
el { e
Reprint Date / Reprint Date / Reprint Date / '
Jara: 20.08.2022 Jlarta: 20.08.2022 Jlarta : 20.08.2022
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIN3A

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular 8688 ¥o T/ ml

Ipoaykr: Keropon" (keToponak) pacTBop [uisi BHYTPHBEHHOIO M BHYTPUMbILLEYHOIO BBEAEHH S, 30 MI/MA
Batch No / : V220535 Batch Quantity / : 272727ampules /
Cepns Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001610117 Date of Analysis / : 20.08.2022
AHaJuTH4YecKui oTyer Ne JaTa amanusa

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

JlaTa npon3BoACTBA I'open no

Analysis performed according ND / Anann3 nposeaen no H/: JI[1-001365-170222
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BnekaeMblit 06Lem He menee HoMmuHanbHOTO (1,0 Mn)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 ED/Mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KETOpONiaKa TPOMETaMHHA.

10 Sterility (every 15th batch) / Complies / CrepuieH Must be sterile. / Jlomken ObiTh
CTepuabHOCTD (AJIs1 KAXKA0M CTEPUIIbHBIM.
15-0ii cepun)
11 Assay / KoninyecTBeHHOe 28.84mg / 28.84mr From 27.0mg to 33.0mg of
onpegeneHue Ci15sH13NOs3-C3H;NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
o 33,0 mr  CisH3sNOs- C4HiINO3
(keToposaka TpoMeTaMuH) B 1 M.
12 Alcohol content / ITaHo 11.60 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

IMpumeuanue: [Mponyxt coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Ankit ' ITporepeno: Naresh Kumar OnobpeHo: Menemkep / PykoBoaurens
é_, Abhishek Chauhan / :
L (L o
Reprint Date / Reprint Date / Reprint Date / /
Jara: 20.08.2022 Jlara: 20.08.2022 Jlara : 20.08.2022
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‘..o Dr. Reddy's Laboratories Ltd.
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D Formulation Unit-6
r' Reddy s °. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA

CEPTU®UKAT AHAJIN3A Tel : +91 98166 56001-02

‘ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular i 88889 %051 8/ml

IIpogykT: Keropon" (ketoposiak) pacTBop Anst BHYTPUBEHHOTO U BHYTPUMbILIEUHOTO- BBEACHHS, 30 Mr/Mn1
Batch No / 1 V220535 Batch Quantity / : 272727ampules / -
Cepusn Ne _|O6nem cepun 272727 amnyn
Analytical Report No / : 890001610117 Date of Analysis / : 20.08.2022
AnanuTudecknii oTyer Ne Jara ananu3za

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025
Jarta npoussoacrea Tonen no

Analysis performed according ND / Auasin3 nposened no HJI: JII1-001365-170222
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13 Packaging / YmakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
[lo 1 wMn B avmoymsl W3 | ina carton pack./
CBETO3aLUMTHOTrO crexia | Ilo 1 wMn B  aMmmynsl u3
kopuunesoro knacca I (USP). B | cBeT03allMTHOrO CTEK/A KOPHUHEBOTO
BEpXHEH 4acTWU aMMyjbl HaHECeHbl | WNH  TEMHO-KOPMYHEBOTO  LIBETa
KOJLLO W TOouka Juid paszioma. Ha | wkmacca I (USP). B BepxHeid uactu
amIyJly HakJIEHBatOT ITUKETKY. aMmmnyfbl HaHECeHbl KOJNbLUO M TOYKa
Ilo 10 amnyn c¢ uHCTpykuWeit mo | mia pasznaoma. Ha ammnyny HakjieusaroT
NIPUMEHEHHUIO MOMELIAIOT | ITHKETKY.
B [IBX/anmomunneBslit 6nucrep. [To 10 ammyn ¢ HHCTpyKUHWel r10
Mo 1 6aKcTepy B MayKy KapTOHHYIO. | MPHUMEHEHHIO MOMeLIaoT
B [IBX/anioMunueBsiit 61ucTep.
[To 1 6nucTepy B MaYKy KapTOHHYIO;
Iyld  CcTauMoHapoB: mo 2, 3, 5
GJICTEPOB B MMa4YKY KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBerctuu ¢ HI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuinenHom
XpaHeHune OT CBETa MecTe Mmpu TeMneparype He Beiile 25 °C. He 3amopaxuBath.
16 Shelf-life / Cpok rognocTu 3 years. / 3 rona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Iponykr coorBercTByet TpeboBaHusam HJ{ 3aknryenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Ankit ITpoBepeno: Naresh Kumar Onobpeno: Menemiep / PykoBoaurensb
A @/ Abhishek Chauhan / )
= C,_,. g
Reprint Date / Reprint Date / Reprint Date /
Jara: 20.08.2022 Jara: 20.08.2022 Jara : 20.08.2022

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: L85195AP1984PLC004507
www.drreddys.com




