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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIU3A
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaminjecticay 3 0-aag/ml

Ipoaykr: Ketopon" (keToponak) pacTBOp JUisi BHYTPHBEHHOTO M BHYTPHMbILIEUHOTO BBEACHHA, 30 Mr/mi
Batch No / 1 V220243 Batch Quantity / : 209090 ampules /
Cepus Ne O06bemM cepHH 209090 ammyn
Analytical Report No / : 890001585744 Date of Analysis / : 12.04.2022
AHanuTHYeCKMil oTueT Ne JlaTta anaausa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa nponsBoacTea T'open g0

Analysis performed according ND / Ananus nposesien mo HJL: JI1-001365-170222

Page10f4/Crp.1m34

TIpo3pauHslit GeclBETHEIA pacTBOP.

1;.00 Test / [Toka3aTesnb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Oniucanue Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospauHbli OecUBETHHIA WK
CBETJIO-KENTHI 1 PacTBOP.

2 Identification /
IMoaanHHOCTL

H

of ketorolac

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
tromethamine and
naproxen (Assay section) / Bpemena
yIEpKUBAHKUA OCHOBHBIX IHKOB Ha
XpoMaTorpaMme
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YACPKHMBAaHHA OCHOBHBIX NMHKOB HA
XpomaTtorpamme
pacTBoOpa KeTOponaKka TPOMETaMUHA
HAnpoOKCeHa
«COTHYECTBEHHOE OMPENEIECHHE)

HCIBITYEMOI0

CTaHAAPTHOIO

(pazmen

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
yIep)KUBaHUA OCHOBHBIX IIUKOB Ha
XpoMmarorpamme HCIBITYEMOTO
pacTBOpa HOOJDKHBI COOTBETCTBOBATH
BpEMEHAM YAEPXKHBAHHA OCHOBHBIX
MUKOB Ha XpoMaTorpamMme
CTAHJApPTHOTO PAcTBOpa KETOpOIakKa
TpoMeTaMHuHa U HaNpoKceHa (pasnen
«KomnmiecTBEHHOE OTIpEAEICHUE»)

3 Clarity / IIpospaunocTthb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
IpenapaTa He JOJDKHA NPEeBhIIIaTh
ONAIECLEHIIMIO 3TATOHA cpaBHEHuA I.

4 Color / IIpeTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu OJIMHE BOIHbBI
430 uMm.

5 pH 7.27 From 6.9 to 7.9./ Ot 6,9 5o 7.9.

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoaykT coorBeTcTByeT Tpebosauusm HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hara: 12.04.2022

Jara: 12.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrotorneno: Naresh Kumar Hposepenc@ Rahul Kumar Onobpeno: Menemkep / PykoBoanTess

CL:J/ 78 Manoj Kumar 4,}1 m»
Reprint Date / Reprint Date / Reprint Date /

Hara: 12.04.2022

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: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s

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

CERTIFICATE OF ANALYSIS vill. Khol, Nalagarh Road, Baddi,

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculavinjeciioesd F0carp/ml
Ipoaykr: Keropon™ (keToponak) pacTEOp AJis BHYTPHBEHHOIO W BHYTPHMBILEYHOIO BBCACHHA, 30 mMr/ma
Batch No / : V220243 Batch Quantity / : 209090 ampules /
Cepna Ne O6bem cepun 209090 ammyn
Analytical Report No / : 890001585744 Date of Analysis / : 12.04.2022
AHaanTHYeCcKHIi oTueT No JlaTa aHaausa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTta npou3BoOACTBA T'ogen mo
Analysis performed according ND / Anaaus nposegen mo HJL: JI[1-001365-170222

Page 2 of 4/ Ctp. 2 n3 4

6 Particulate matter / Mexannu4eckHe BKJIIOYEHHUsI
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuauMble 4acTHLBI B cooTeTcTBHY ¢ TPeOGOBAHUAMU.
6B Invisible particles /
HeBuauMBbIe YaCTHLbL:
1. Particles> 10 pm/ 09 not more than 6000 per ampoule /
Yacrtun pazMepoM > He 6onee 6000 Ha amnyiy;
10 Mxm
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHUL Pa3MEPOM > He 6onee 600 Ha aMmyIty.
25 MKM
7 Related substances / PoacTBeHHbIE IpUMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6napyxena not more than 0.50 % / ne Goinee
0,50 %;
: Less than LOQ (LOQ =0.033 %) /H
Impurity C / ITpumecs C nbe;eninxonﬁéﬂssﬂﬂom onpezlenel::: not more than 0.50 % / He Oonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %)/ Hinke not more than 0.20 % / He Oomnee
npexnena o6uapyxenus (110 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.12% Not more than 0.20 % / He 6omnee
EnuHuYHAs HEMIEHTUQUIH- 0,20 %.
poBaHHas IPUMECH
Total impurities / Cymma 0.27 % Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 M Not less than label claim (1.0 mL) /
H3pnekaemblii 06bem He meHnee HoMunHanbHoro (1,0 mu)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpumeuanue: [IpoaykT cooTBeTcTBYET Tpedosanuam HJL Baxarwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneno: Naresh Kumar | IIposepeno: ﬁahul Kumar Ono6peno: Menemxkep / Pykosoaurens
i :
G;I:’ e Manoj Kumar | @
Reprint Date / Reprint Date / Reprint Date /
JHarta: 12.04.2022 Jara: 12.04.2022 Jara: 12.04.2022

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
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS .
— H Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHAJIM3A Tel : +91. 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculamimjecdiossd Bocatg/ml

Ipoaykr: Keropon” (keToponak) pacTBOp 15l BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBEACHNS, 30 Mr/mil
Batch No / 1 V220243 Batch Quantity / : 209090 ampules /
Cepns Ne Oo0bem cepHn 209090 ammyn
Analytical Report No / : 890001585744 Date of Analysis / : 12.04.2022
AHaJauTHYECKHI oTyeT No JlaTa anajusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTa mpoH3BOACTRA Togen oo

Analysis performed according ND / Anaans nposesen no HJI: JI1-001365-170222
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9 Bacterial endotoxins /
baxkrepnanbnHble
HAOTOKCHHBI

<=0.725 EU/mg /
<=(0.725 EQ/mMr

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

15-0ii cepun)

10 Sterility (every 15th batch) /
CTepHIbHOCTD (JJI8 KaXKIO0M

Sterile / CtepuiieH

Must be sterile. / JlosmkeH OBbITh

11 Assay / KonnuecTBeHHOE
onpejesicHHE

29.72 mg / 29.72 Mr

CTCpHﬂBHBIM.
From 270mg to 33.0mg of
CsHisNOs-C4H, 1INOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
mo 33,0mr CisHi3NOs C4H (NO;
(keTOpoJIaka TpOMETaMuH) B 1 M.

12 Alcohol content / Tanon

11.55%

From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoxykT cooTBeTcTBYET Tpebosanusym H/T

Conclusion : APPROVED /
3axmoyenne: OJIOBPEHO

Jara: 12.04.2022

Jara: 12.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Naresh Kumar [Tpoeepenq: Rahul Kumar Onobpeno: Meneuxep / PykoBoauTeb
N EL Manoj Kumar ”
— ¥ ( hw L
= i g
Reprint Date / Reprint Date / Reprint Date /

Hara: 12.04.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS .
Distt. Solan, H.P., 173 205, INDIA
CEPTUOHKAT AHATM3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaMiwjecticatd Bocanp/ml
IpoayKT: Keropon” (ketoponak) pacTBop JUlsi BHYTPHBEHHOIO M BHYTPHMBILIEUHOrO BBEACHHS, 30 Mr/mi
Batch No / 1 V220243 Batch Quantity / : 209090 ampules /
Cepus Ne O0BeM cepun 209090 ammyn
Analytical Report No / : 890001585744 Date of Analysis / : 12.04.2022
AnanuTudeckuit oruer No JlaTa aHAJIH3A
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa mpoH3BOACTBA T'open a0

Analysis performed according ND / Anaauz nposeaen mo HJI: JIIT-001365-170222

Page4 of 4/ Crp. 4 m3 4

13 Packaging / YnakoBka

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 cut ring 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
Ilo 1 wMn B ammoynsl w3 | inacarton pack./

CBETO3ALUTHOTO crexiia | [lo 1 wMaI B aMIyasl H3

kopuunesoro kmacca I (USP). B | CBETO3aLIUTHOrO CTEKJIA KOPUYHEBOTO
BEPXHEN YacTH aMIynbl HaHECEHBl | MIM  TEMHO-KOPHYHEBOTO  LIBETA
KONBILO M Todka Aua pasgoma. Ha | wkmacca I (USP). B Bepxueit yactu

aMITyJTy HaKJIEUBAIOT STUKETKY. aMIyNMbl HaHeCEeHBI KOJbLO M TOYKa
[To 10 ammynm ¢ MHCTpyKuMeil mo | Ui pasfioma. Ha ammnyny HaksienBaroT
NPUMEHEHHIO AOMEIAoT | 3THKETKY.

B [IBX/anmoMiHUeBbIH 6aHCTED. Ilo 10 ammyn ¢ WHCTPYKUMEH IO
ITo 1 GuucTepy B NaYKy KAPTOHHYIO. | IPUMEHEHHIO MOMEMAoT

B [IBX/anmoMuHHEBBIH OJIHCTED.

Io 1 6nucTepy B Mauky KapTOHHYIO;
INs  cTanMoHapos: mo 2, 3, 5
OnucTepoB B Na4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorercTsuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amptueHHOM
OT CBETa MecTe NpH Temmepatype He Beiuie 25 °C. He 3aMopaXHBaTh.

16 Shelf-life / Cpok roanocTu

3 years. / 3 ropa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IponykT cooTBETCTBYET Tpebosanusm H/J SZaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Naresh Kumar | TlposepenoyRahul Kumar Ono6peno: Menemxkep / Pykosoaurens

@ fL Manoj Kumar

o e A

Reprint Date / Reprint Date / Reprint Date /
Harta: 12.04.2022 Hata: 12.04.2022 Hara: 12.04.2022
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