Dr. Reddy's Laboratories {td.

Qe
L} °® Formulation Unit-6
Dr‘ Reddy S q.. Vill. Khol, Nalagarh Road, Badd;,

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

CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and imramusculai“"i'I"fj@t‘“[ﬁ@"?ﬁfﬁ?ﬁhnl
Ipoaykr: Ketopon™ (keToponak) pacTBop Ans BHYTPHBEHHOIO M BHYTPUMbILIEYHOTO BBEAEHMS, 30 mr/mn
Batch No / 1 V220755 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 2727277 amnyn
Analytical Report No / : 890001617208 Date of Analysis / : 21.09.2022
AHanuTHueckmii oTyer Ne Jara ananuza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jdata npoussogerea TNogen no

Amnalysis performed according ND / Ananus nposenen no H/I: JII1-001365-170222
Pagel of4/Crp.1 uz4

i:) Test / [Toka3zaresnb Results / PesyabTaTs! Specification / Hopma
1 Description / Onncanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.
' [1po3paunblii GecuBETHBIM pacTBOp. / Tlpo3pauHplif OecuBeTHBINA uiu
CBETJIO-KENTBIH PacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks
IMopnuuHoOCTE 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
YOEPKUBAHHUA OCHOBHBIX ITHKOB HAa | yINep)XKMBaHMs OCHOBHBIX ITMKOB Ha
XpoMarorpamme KCIILITYEMOTO | XpOMaTorpamMMe HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAaM | pacTBOpa AONKHBI COOTBETCTBOBAThH
YAEPXKHBAHUS OCHOBHLIX NMKOB HA | BPEMEHaM YHEPXKUBAaHMA OCHOBHBLIX
XpoMaTorpaMmme CTaHIApPTHOrO | NHKOB Ha XpOMaTOrpaMMe
PacTBOpa KeTOpOJIaka TPOMETAMHHA | CTAaHAApPTHOIO PacTBOpa KETOpOJaka
U HanpokceHa (pasmen | TpoMeramuHa W HampoKceHa (paszen

«KonuuecTBEHHOE OTIpeieie HUE») «KonuuecrseHHoe onpeneneHue»)

3 Clarity / Ilpo3pauHocTs Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OmanecueHuus
npenapaTa He JO/DKHa PEBLIILAaTh
OMAJIECLEHLIHIO ITANIOHa CpaBHeHws 1.

4 Color / lseTnocTsb 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu JUHHE BOJHBI
430 um.

L 5 pH 731 From 6.9t07.9./016,9 o 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt cootsercreyer Tpebopanusm HJ 3axmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Pardeep Kumar ITposepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosoaurens

0_4__—53 Manoj Kumar 1’ "7 r‘
= : Ongaer
Reprint Date / Reprint Date / Reprint Date /
Hata:21.09.2022 Jara: 21.09.2022 Hara : 21.09.2022
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Dr. Reddy's Laboratories 1td.

@
) oD Formulation Unit-6
Dr’ Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUOUKAT AHAJIA3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculal{i{jeEiGES 369 /m] 1

| Ipoayxr: Keropon" (keroponak) pACTBOpP A1 BHYTPUBEHHOTO K BHYTPHMbILLIEYHOIrO BBEAEHNS, 30 Mr/mu
Batch No / : V220755 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001617208 Date of Analysis / v 21.09.2022
ABRanuTuueckui orger Ne Jara anannza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JaTa mponssoacTaa T'ogen po
Analysis performed according ND / Ananns nposesen no HJI: JITT-001365-170222

Page 2 of 4/ Crp. 2 m3 4

i 6 Particulate matter / Mexanudeckue BIITIOYEHHs

6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements../
Buaumble yacTHLbI B cooTBeTcTBUM ¢ TpeOOBAHUAMML.

6B Invisible particles /
HeBuayMple 4acTHLbI:

1. Particles > 10 pm/ 19 not more than 6000 per ampoule /
Yactuu pazmepom > He 6onee 6000 Ha ammyny;
10 mxm
ii. particles > 25 pum / 01 not more than 600 per ampoule /
YacTUL, pa3MepoM > He 6onee 600 Ha amnyity.
25 MKM
7 Related substances / PoacreeHHBIe TpaMecH
Impurity A / ITpumecs A 0.14% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / TIpumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hwxe npenena o6uapyxenns (IO = 0.014 %) 0.50 %:
Impurity C / [Ipumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50 % / He Gonee
Apeacna KONMYECTBEHHOIO ONpPEAC/ICHUA 0 50 %

(IKO = 0.033 %)

1 V]
Impurity D / IIpumecs D Below Limit of Detection (LOD = 0.014 %) / not Ionore than 0.20 % / He OGonee
Hiwke npepena o6Hapyxenus (I10 = 0.014 %) 0,20 %.

Any unspecified impurity / Less than LOQ (0.05%)/ Huxe npezena Not more than 0.20 % / He 6Gonee
Enuniranas HenneHmQ)nun— KONMUeCcTBEHHOTO onpenenenus (ITKO = 0,20 %.
pOBaHHasA MPUMECh 0.05 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6oiee
npuMeceit 1,50 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: IMponaykT cooTBeTcTBYET TpeGoBaHusIM HJT 3axmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneno: Pardeep Kumar Ilposepeno: Himesh Kumar | Ono6peno: Menemxkep / PykosoauTens
(_—_}_‘}(’D Manoj Kumar Y ) 0
5 i - g liecs,
Reprint Date / Reprint Date / Reprint Date /
Hara:21.09.2022 Hara: 21.09.2022 Jara : 21.09.2022
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Dr. Reddy's Laboratories [td.

@e
) °o® Formulation Unit-6
Dr" Reddy S ‘.. Vill. Khol, Nalagarh Road, Badd;,

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

CEPTUO®HKAT AHAJIM3A Tel : +91 98166 56001-G2

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaPHJeetions 36 i/ml T
Hponykr: Keropon™ (keToposiak) pacTBop Ans BHYTPHBEHHOTO H BHYTPHMBILLIEYHOTO BBEACHHS, 30 MI/MIT
Batch No / : V220755 Batch Quantity / : 272727ampules /
Cepus Ne O061em cepumn 272727 amnyn
Analytical Report No / : 890001617208 Date of Analysis / : 21.09.2022
AHAIMTHYeCKHH oTYeT Ne Jata ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jdata npoussoncra I'ogen mo

Analysis performed according ND / Anannz nposegen nmo HJI: JII1-001365-170222

Page3 of4/Crp.3 m3 4"

[ 8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL)/
Ussrekaemorit 06bem He menee nomunanbzoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepuanbuble <=0.725 ED/mr tromethamine. / He Gonee 5,8 ED/mr
IHIOTOKCHHEI KeToposiaka TpOMeTaMuHa.

10 Sterility (every 15th batch) / Complies / Creprnien Must be sterile. / JomkeH 6bith
CrepunbHoCcTb (111 KAXK0i CTEPUIILHLIM.
15-0# cepun)

11 Assay / KosimuecTBeHHOE 29.44 mg / 29.44 mr From 27.0mg to 33.0mg of
onpeaesienHe CisH)3NO3- C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
Jo 33,0mr CisHisNOs-CsH|1NO;
(xeToponaka TpoMeTaMuH) B 1 ML

12 Alcohol content / ITanoa 11.70 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumedanue: IIpoaykT cooTeeTcTRYET TpeboBanuam HJJ 3akmouenne: OIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pardeep Kumar IIposepero: Himesh Kumar | Ono6peno: Menemxkep / Pykosoautens
P Manoj Kumar /

— = * f}}‘i'} {JI-LU--( 4
Reprint Date / Reprint Date / Reprint Date /
Hara:21.09.2022 Hara: 21.09.2022 Hata : 21.09.2022
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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

CEPTUOUKAT AHAJIN3A Tel ; +91 98166 56001-02
rProduct 2 Ketorol (Ketorolac) solution for intravenous and intramuscula?‘”i‘l”ﬂ'&’&ﬁ'&ﬁ’saﬁ(f?ﬂk/ml
Ipoaykr: - Ketopon" (keToposniak) pacTBOp A/ BHYTPHBEHHOTO M BHYTPHUMAbILIEHYHOIO BBenCHHA, 30 mr/mn
Batch No / : V220755 Batch Quantity / : 272727ampules /
Cepusa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001617208 Date of Analysis / : 21.09.2022
AHanuTHyeckui oTder Ne Jara ananza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JaTta npousBoacTBa I'open g0
Analysis performed according ND / Ananus nposegen no HJI: JII1-001365-170222

Page 4 0of 4/ Crp. 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. /

Illo 1 w™Mn B amoyiasl M3
CBETO3AILUTHOIO CTEKIa
xopuyneporo kmacca I (USP). B
BEPXHEH YacTH aMIlylbl HaHECEHh
KOJIbHO M Touka AN pasnoma. Ha
aMILyNy HaKJIeuBaloT STHKETKY.

Ilo 10 aMmyn c¢ WHCTpPYyKUMEHR N0
NPUMEHEHHIO MOMEILAIOT
B IIBX/antoMunueBslit 6nucTep.

[To 1 6nucTepy B nayky 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. /

Illo 1 wmn B  aMnoynsl u3
CBETO3AIUTHOTO CTEKIIa KOPUYHEBOTO
UM  TEMHO-KOpMYHEBOTO  LiBETa
knacca I (USP). B BepxHedl yacTtu
aMImysbl HaHECEHb! KOJNbLO W TOYKa
1nst pasnoMa. Ha aMilyily HaKJIEMBalOT

3THUKETKY.
Ilo 10 ammyn ¢ HHCTpPyKUHEH IO
NPUMEHEHUIO [IOMELUAT

B [IBX/anoMuHueBbIH Onuctep.

ITo 1 6incTepy B Ma4Ky KapTOHHYIO;
JUIA  cTalMoHapoB: mo 2, 3, 5
6J11CTEPOB B NTaUKy KaPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B coorBetcTBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
OT CBETa MecTe MpHu TeMnepatype He Bbiiue 25 °C. He 3amopaxuBars.

16 Shelf-life / Cpok roanoctH

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
Sakmouenune: OJJOBPEHO

Prepared by /
INoarororneno: Pardeep Kumar

=L

Checked by /
I Ipoepeno: Himesh Kumar

~

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauresns
Manoj Kumar

/ pleiet

e

Reprint Date /
Jara:21.09.2022

Reprint Date /
Hara: 21.09.2022

Reprint Date /
JlaTa : 21.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 29939, Email: mail@drreddys.com
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