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Product : /

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

Jara npousBoacrsa

T'omen po

| Hpoaykr: Ketopon™ (ketoponak) pacTBop A/ist BHYTPUBEHHOIO M BHYTPHMBILIEYHOTO BBeACHHs, 30 Mr/mn
Batch No / : V230027 Batch Quantity / : 272727ampules /
Cepns Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001641726 Date of Analysis / : 23.01.2023
AHaJHTHYECKHUH oTueT No Jara ananusza

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

Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222

Page1 of4/Crp. 1n3 4

[Mpo3paynsrii CBETIIO-KENThIi

pacTBop.

NN:) Test / Iloxazarens Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

/ TIlpo3pauHbili GecUBETHBIH uHIH
CBETJIO-KEJITHII PacTBOP.

2 Identification /
IoanHHHOCTL

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
YACPXKMBaHMsI OCHOBHBIX IUKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMCHAM
YACPXKHMBAaHUS OCHOBHLIX IIMKOB Ha
XpoMmarorpamme CTaHAAPTHOTO
pacTBOpa KeTopoJiaka TpOMETaMMHa
u HanpoKceHa (pazmen
«KonuyectBeHHOE OnpeeneHue»)

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
YICPXKHUBAHHSA OCHOBHBIX ITMKOB Ha
XpoMarorpamme UCTILITYEMOTO
pacTBopa [JOMKHLI COOTBETCTBOBATH
BPEMEHaM YAEPKMBAHUS OCHOBHbIX
[TUKOB Ha XpoMmarorpamme
CTaHJAPTHOrO pacTBOpa KeToposaka
TpOMETaMMHa M HampoKceHa (pasmen
«KoyuuecTBeHHOE OMnpeneneHue»)

3 Clarity / IlpospauHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He J0JDKHA MPeBbIaTh
OnaNeclIeHUHIO 3TANOHA CpaBHeHHS [,

4 Color / IIseTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu miuHe BOJHbI
430 um.

5 pH 7.37 From 6.9t07.9./016,9 1o 7.9.

Remarks: ‘I'he Product confirms to ND/
IIpumeuanue: [IpoaykT coorBercTBYeT TpeGoBanmsam HJT

Conclusion: APPROVED /
3akmiouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit /‘ .

(L

Checked by / Approved by: Manager/Executive /
IIposepeno: Naresh Kumar Opnobpeno: Menemxep / Pykosoaurens
é}( Amit Kumar F _ﬁ\\;-
~

Reprint Date /
Hata:23.01.2023

Reprint Date /
Hara: 23.01.2023

Reprint Date /-
Hara : 23.01.2023

-

Registered Office: 5-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telanzan?, India
Tel:+91 40 4900 2900, Fax: +91 40 3900 2999, Email: mailé@drreddys.com

CIN: L85195AP1984PLCOOAS07
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, [Malagarh Roaa, Baddjj,
Distt. Solan, H.P, 173 205, INDIA
Tei : +91 98165 56001-02
www.drreddys.com

CEPTH®HKAT AHAJIM3A

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

Ipoayer: Keropon” (keToponak) pacTBOp A7ist BHYTPHBEHHOTO U BHYTPUMBILIEHHOTO BBEACHNS, 30 Mr/mi
Batch No / 1 V230027 Batch Quantity / : 27272 7ampules /

Cepusi Ne O6bem cepun 272727 amnyn ]
Analytical Report No / : 890001641726 Date of Analysis / : 23.01.2023
AHaauTHYecKHit oT9eT No Hdara anaansa

Date of Manufacture / : Dec.2022 Date of Expiry / ¢ Nov.2025

Jara nponssogcrea TIoxen g0

Analysis performed according ND / Ananu3 nposefen mo HJ: JII1-001365-170222

Page2 of 4/ Ctp. 2 u3 4

6 Particulate matter / Mexanudeckue BKIOYEHUS

6A Visible particles /
Buaumsie yacTyipbl

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBeTcTBHU ¢ TpeGoBaHUAMY.

6B Invisible particles /
HeBHAUMbIE YaCTUALIL:

1. Particles > 10 pm / 69 not more than 6000 per ampoule /
Yactuu pasmepom > He 6osee 6000 Ha ammyay;
10 Mxm

ii. particles > 25 um/ 01 not more than 600 per ampoule /
JacTHIl pa3MepoM > He 6onee 600 Ha ammyny.
25 MKkM

7 Related substances / PoncTeennble npumecu
Impurity A / ITpumecs A 0.15% not more than 0.20% / we Gonee

Impurity B / [Tpumecs B

Impurity C / Ilpumecs C

Impurity D / ITpumecs D

Any unspecified impurity /

Below Limit of Detection (LOD = 0.014 %)/
Hixe npenena o6uapyxenus (110 = 0.014 %)

Less than LOQ (LOQ = 0.033 %) / Huxe
npeaena KojIMHECTBEHHOTO ONpeaeSIeHHS
(ITKO = 0.033 %)

Below Limit of Detection (LOD = 0.014 %)/
Hipke npenena obuapyxenns (I10 = 0.014 %)

0,20 %;

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

not more than 0.50 % / ue 6Goaee
0,50 %;

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

Not more than 0.20 % / He 6onee

EnvHu4Has HeupeHTHGULY- 0,20 %.
pOBaHHasA NpUMeECh
0.05%
Rewarks: The Product confirms to ND/ Conclusion: APPROVED /

[Tpumeuanue: Ipoaykr cooteercTryeT Tpe6oBanmaM HJT

Sakawuenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ankit s

[P

Checked by /
ITposepeno: Naresh Kumar

@

&

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens

Amit Kumar N
A":/

Reprint Date /
Jara:23.01.2023

Reprint Date /
Hara: 23.01.2023

Reprint Date /
[Hara : 23.01.2023
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CEPTUOPUKAT AHAJIN3A

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

ITpogyxr: KeTtopon" (keToponak) pactBop Ajist BHYTPHBEHHOTO M BHYTPHUMBILLIEUHOTO BBENEHAMS, 30 Mr/vul
Batch No / 1 V230027 Batch Quantity / + 272727ampules /
|Cepus Ne O0nbem cepum 272727 amnyn
Analytical Report No / : 890001641726 Date of Analysis / : 23.01.2023
ApanmuTnyeckuii oruer No Jara ananu3za

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

Jara npon3BoacTBa I'onen no
| Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222

Page30f4/Crp.3n34

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npumeceii 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
HU3pnexaemelii 00beM He menee womunambHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrtepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
IHA0TOKCHHBI KETOpoJiaka TpPOMETaMHUHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITH
CTepuabHOCTS (415 KaXA0# COMPLIES CTEpUIIBHBIM.
15-oi1 cepun)

11 Assay / KonnuecTBeHHO€ 29.64 mg/29.64 mr From 27.0mg to 33.0mg of
omnpejejieHHe Ci1sH1aNO3- C4H;1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MT C15H13NO3'C4H1|NO3
(KeTopoJaka TpoMeTaMiH) B 1 M.

12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.67 % Ot 10,60 % mo 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IpogykT coorBeTcTBYET TpeboraHusaM HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: Ankit & [IpoeepeHo: Nare?Kumar Ono6peHo: Menemxep / Pykoonutens
M Amit Kumar “N\—

Reprint Date / Reprint Date / Reprint Date /
Hata:23.01.2023 Iata: 23.01.2023 Jara : 23.01.2023
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CEPTH®HKAT AHAJII3A
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]—Product 2/

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

AHaanTH4Yecknii oTyer No

| Hpoaykr: Ketopon" (ketoponak) PACTEOP 1714 BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BREACHNHS, 30 Mr/mn
Batch No / : V230027 [Batch Quantity / : 272727ampules /
Cepust No O6Bem cepun 272727 amnyn
Analytical Report No / : 890001641726 Date of Analysis / : 23.01.2023

Jdara ananusa

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
aTta nponssoacraa T'onen o

Analysis performed according ND / Ananus nposegen no HA: JIIT1-001365-170222

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. /

o 1 wmn B avoym w3
CBETO3ALIUTHOTO CTeK/a
kopuuneBoro knacca I (USP). B
BCPXHEH 4acTH aMmynel HaHeceHbl
KONBLIO M TO4YKa JIsA pasnoma. Ha
aMmIyNy HaKJIEUBaKOT STHKETKY.

Ilo 10 amnyn ¢ uHCTpykumeit mo
NMPUMEHEHUIO MOMELIANOT
B [IBX/amomunnesslii 6aucrep.

Io 1 6nucrepy B mauxy 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. /

o 1 wmn B amnynmsr w3
CBETO32IUKMTHOIO CTEKNa KOPUYHEBOTO
HIH  TEeMHO-KOPUYHEBOTO  IBETa
knacca I (USP). B BepxHeit yactu
amIyJibl HaHEeCEHbI KOJIbLO W TOYKa
o1 paznoma. Ha amnyny Hakjiensator
3THKETKY.

Ilo 10 amnyn ¢ uHCTpyknmed o
NPUMEHEHHUIO NOMEIAIoT
B [IBX/anromMuuneBbIn Gancrep.

o 1 GnucTepy B nauky kapTOHHY!O;
g cTauuoHapos: mo 2, 3, 5
OJIMCTEPOB B Na4KY KAPTOHHYIO.

14 Labelling / Mapkupogka

According to ND / B cooTBeTCTBUH ¢ HJ.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B samnimennom
OT CBeTa MECTE NpH TeMneparype He Boiue 25 °C. He 3aMOpaXUBaTh.

16 Shelf-life / Cpox rognoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
Hpumeyanue: [Mpomyxr cooTBeTcTBYET TpeboBanusm HJ|

Conclusion: APPROVED /
3akaoyenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit Ipogepeno: Naregumar Ono6peno: Menemxep / PykoBoauTess
y ; f1] Amit Kumar L, e
( f/_g —~ 2z {\ —
Reprint Date / Reprint Date / Reprint Date /
Jara:23.01.2023 Hara: 23.01.2023 Hara : 23.01.2023

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

500034, Telangana, india
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