Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS = 5.1 sojan, H.p, 173 205, INDIA
CEPTHOWKAT AHAJMIA 1. 19 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul4¥ thiEEeRsS,; S0 ng/ml
ITpogyxT: Ketopous™ (keToponak) pacTBop [Uisi BHYTPUBEHHOTO W BHYTPHMBIIIEYHOTO BBEASHHU, 30 MI/Mi
Batch No / 1 V220252 Batch Quantity / : 209090ampules /
Cepus Ne O61bem cepun 209090 amnyn
Analytical Report No / : 890001586811 Date of Analysis / : 18.04.2022
AHanuTH4eckuii oTyer Ne Hara anaiuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa npousBojacTBa I'onen 1o
Analysis performed according ND / Ananu3 nposegen mo HJI: JITT-001365-170222

Page1of4/Crp.1u34

ITpozpaunslii GeclLBETHBIH pacTBOP.

i’o Test / [loka3aTean Results / PesyabTaThbl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3paunelif OecLBETHBIH wIH
CBETIIO-XKENTHLit pacTBOp.

2 Identification /
IMogannHoOCTL

of ketorolac

XpoMaTorpamme

XpomMarorpamMmme

H HarpoKceHa
«KonudyectBeHHOE ONpeIeIICHUE)

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
yIEp)KUBaHUsA OCHOBHBIX IHKOB Ha
HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
yIEP)KHBaHHA OCHOBHBIX IHMKOB Ha
CTaHAAPTHOTO
pacTBopa KeTopoyiaka TpoMeTaMKHa
(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
YIEPXUBAHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBopa JOMKHBI COOTBETCTBOBAThH
BpPEMEHaM YHEpPKMBaHUSA OCHOBHBIX
MHKOB Ha XpoMaTrorpamme
CTaHJApTHOTO pacTBOpa KEeTopojiaka
TPOMETaMHHa M HampoKceHa (pasmen
«onuyecTBeHHOE OTIpEAeNIeHHEY)

3 Clarity / Ilpo3zpauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OmanecueHnus
npernapara He J0JDKHA TIPEBbIILATh
OTTaJIECIIEHI{MIO 3TalIOHa cpaBHeHus I,

4 Color / IIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnuHE BOJIHEI
430 M.

5 pH 7.26 From6.9t07.9./016,9 10 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipogykt cootBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IloarorosneHo: Ramakant

@ux \pf/

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTesns
Kusum Lata W ¥

Reprint Date /
Hara: 18.04.2022

Reprint Date /
Jara: 18.04.2022

Reprint Date /
Jlara: 18.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.

@e
? q.. Formulation Unit-6
Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS 4+ solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJM3A o ; 491 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculAFMECHNRS, S0 mg/ml

Hpoaykr: Keropon® (ketoponak) pacTBOp /i BHYTPHBEHHOIO M BHYTPHMBILICYHOTO BBeACHHUs, 30 Mr/mi
Batch No / 1 V220252 Batch Quantity / : 209090ampules /
Cepusn Ne O6nem cepuu 209090 ammyn
Analytical Report No / : 890001586811 Date of Analysis / : 18.04.2022
AnajguTHyeckuii oTyer Ne Jara anannza

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

JaTa npon3BOACTBA T'ogen no

Analysis performed according ND / Anann3s nposeaen mo HJI: JII1-001365-170222

Page2 of4/Crp.2 3 4

6 Particulate matter / MexaHu4ecKue BKJIIOUEHNS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
BuaumMele 4acTULBL B cooTseTcTBHU C TPeOOBAHUAMIL.

6B Invisible particles /
Hepuaumbie 4aCTHLEL:

i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
Yactun pazMepoM > He 6onee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHL| pa3sMepoOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoacrBeHHbIe IpUMecH
Impurity A / Ilpumecs A 0.14 % not more than 0.20 % / He OGonee
0,20 %;
Impurity B / Ipumecs B Not{detectedyhiciogizpyaiena not more than 0.50 % / He 6oree
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Hinxe
Impurity C / ITpumecs C L L e e not more than 0.50 % / He Oonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Husxe not more than 0.20% / He OGosee
npezena obHapyxkenus (10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.12% Not more than 0.20 % / He 6onee
EnuHAYHas HEMNeHTUHULH- 0,20 %.
poBaHHas IPHMeCh
Total impurities / Cymma 0.34 % Not more than 1.50 % / He 6Gonee
ipuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 M Not less than label claim (1.0 mL) /
H3paexaemMblii 06bem He menee HoMuHaneHOro (1,0 M)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoaykt coorpercTBYET TpeboBaHusm HJI 3akawuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Ramakant IMposepeno: Pardeep Kumar Opobpeno: Menemxep / Pykosopurens
,\{g b:\’kj‘ 4’) Kusum Lata w e
Reprint Date / Reprint Date / Reprint Date /
Hata: 18.04.2022 Hara: 18.04.2022 Jara: 18.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscula¥ {hjeCHons; 58" me/ml

IlpogykT: Ketopon® (keToponak) pacTteop Ajis BHYTPHBEHHOIO M BHYTPUMBIILIEYHOTO BBEACHHUS, 30 MI/MI1
Batch No / 1 V220252 Batch Quantity / : 209090ampules /
Cepusa Ne O0Bem cepuu 209090 ammysn
Analytical Report No / : 890001586811 Date of Analysis / : 18.04.2022
AHaauTHdeckHil oTueT Ne JlaTa ananusa

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

JlaTa mpou3BoacTBA TI'ogen xo0

Analysis performed according ND / Anann3s nposeaen no H/: JIT1-001365-170222
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9 Bacterial endotoxins /
BaxTepHajakHbie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED3/Mr
KeTOpoJlaka TpOMeTaMUHa.

15-0ii cepun)

10 Sterility (every 15th batch) /
CrepribHOCTD (AJIS1 KAXKAOM

Complies / Crepunes

Must be sterile. / domxkeH 6bITh
CTEPUIIbHBIM,

11 Assay / KosiuuecTBeHHOE 29.62 mg /29.62 mMr From 27.0mg to 33.0mg of
omnpefeiieHue CisH1sNO;- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pile] 33,0 Mr C15H13N03'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 ML
12 Alcohol content / Iranon 11.78 % From 10.60 % to 12.60 %. /

Or 10,60 % a0 12,60 %.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykr coorBercTByeT Tpebopanusm HT

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

et

Checked by /

IIposepeno: Pardeep Kumar

< —

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosonaureiis
Kusum Lata -

Reprint Date /
Hata: 18.04.2022

Reprint Date /
Hara: 18.04.2022

Reprint Date /
Hara: 18.04.2022

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 Q'!'

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

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

CEPTUOPHKAT AHAJIA3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaP WJECtGHs, 36 H/ml
Ipoaykr: Keropon® (keToponak) pacTeop uisi BHYTPHBEHHOIO H BHYTPHMBILIEUHOTO BBEICHHS, 30 Mr/mn
Batch No / 1 V220252 Batch Quantity / : 209090ampules /
Cepust Ne Oo6bem cepnu 209090 amnyn
Analytical Report No / : 890001586811 Date of Analysis / : 18.04.2022

AHanHuTHYEeCKHH oTYeT No JlaTa aHAJIH3A
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa NpoH3BOACTBA T'omen g0

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222

Page4 of4/Crp. 4u3 4

13 Packaging / YnakoBka

ampoule. A labe
ampoule.
10  ampoules

CBETO3allUTHOTO

ITo 10 ammyn ¢

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

1 is attached to | of ampoule. A label is attached to
ampoule.
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

Mo 1 wMa B amoyiel M3 | ina carton pack./

creia | I[To 1 wMan B  aMmymnsl U3

kopugHeporo kmacca I (USP). B | cBeTO3alIMTHOTO CTEK/IA KOPUYHEBOTO
BepXHedl YacTH aMIyNbl HAHECEHBl | KJIM  TEMHO-KOpDHYHEBOrO  lBETa
KONpLlO W Touka ans pasnoma. Ha | xmacca I (USP). B BepxHed vactu
aMnyny HakJIeUBarOT 3TUKETKY. amnynbsl HaHeCEHBl KOJBLO H TOYKa

UHCTpYKUHe# 1o | juid pasnoma. Ha ammyny HakIeuBatoT

HNPUMEHEHHIO HOMEIIAIOT | 3THUKETKY.
B [IBX/anmoMuHueBbIi 611HCTED. I[Io 10 ammyn ¢ HUHCTPYKLHUEH IO
Mo 1 6naucTepy B MaduKy KAPTOHHYIO. | [IPUMEHEHUIO MOMELAIOT

B [IBX/amomMuHueBsIif O1uCTep.

[To 1 6nucTepy B MauKy KapTOHHYIO;
yiIa  cTanydoHapo: mo 2, 3, 5
6J1CTEPOB B TAYKY KAPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cootrerctsun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protecte

d from light below 25 °C. Do not freeze. / B 3ammuineHHOM

OT CBETa MecTe Npu Temnepatype He Bbliie 25 °C. He 3amopakuBars.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
ITogrorosneno: Ramakant

Checked by /

Approved by: Manager/Executive /

IIporepeno: Pardeep Kumar Ono6peHo: Menemxep / Pyxosoaurens

Z Kusum Lata . W\ea °

Gl
Reprint Date /

Jara: 18.04.2022

Reprint Date /
JHara: 18.04.2022

Reprint Date /
JlaTa: 18.04.2022

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




