Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

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

Product : /

i:ittSUIan, HP 173 fﬁ5, ERTB]VEY

Ketorol (Ketorolac) solution for intravenous and intramuscular ll#_g:c ons, lb%ﬁ yml

IIpoaykr: Keropon™ (keroponak) pacTBOp /Ui BHYTPHBEHHOTO W BHYTPHMBIICHHOTO BECACHNA, 30 mr/mn
Batch No / : V220195 Batch Quantity/  : 209090 ampules /
Cepus Ne O0bem cepun 209090 ammy
Analytical Report No / : 890001583686 Date of Analysis / : 31.03.2022
AnannTHdecknii oruer Ne JlaTta aHaan3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa npou3BOACTBA T'omen o

Analysis performed according ND / Ananu3s nposeaen no H/I: JIT1-001365-170222

Pagel1of4/Crp.1u34

1}? Test / Iloka3aTeJb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

Tpo3pauHslii 6ecLBETHRIA PaCTBOP.

/ Tlpo3pauHblii OecUBETHBIN WU
CBETJIO-KEITBIH pacTBop.

2 Identification /
IMogIHHHOCTDL

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
yIepKUBAaHUA OCHOBHBIX THKOB Ha
XpoMaTorpaMme UCITIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIEPKUBAHUS OCHOBHBIX IHMKOB Ha
XpoMaTorpaMme CTAHAapTHOTO
pacTBopa KeToposiaka TpOMeTaMHHa
u HaNpoKCEeHa (paznen
«KonuuecTBEHHOE OTIpENeNeHUEN)

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
yIEPXKUBAHUA OCHOBHBIX MMHUKOB Ha
XpoMarorpaMmme UCTILITYEMOTO
pacTBOpa IOJKHBI COOTBETCTBOBATH
BpEMEHaM YIEPXKMBaHMA OCHOBHBIX
MTUKOB Ha XpoMaTtorpamMme
CTAHAAPTHOTO PAcTBOpa KETOpOIaka
TpoMeTaMKHa ¥ HalpokceHa (pasmen
«KonuyecTBeHHOE ONpeNieTIEHHE)

3 Clarity / IIpo3pa4yHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHums
npenapaTa He JIOJDKHA NPeBhIIaTh
OTIaNeceHIIMIO 3TajloHa cpapHenus .

4 Color / IlBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH 11MHE BOJHB
430 uM.

5 pH 7.20 From 6.9 t0 7.9./0t1 6,9 10 7.9.

Remarks : The Product confirms to ND/
[Mpumeuanue: Ipoaykt cootBeteTByeT Tpebopannam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroesneHo: Naresh Iposepero: Himesh Kumar | Ono6peno: Menemxep i Pykopoautess
Kumar &j — Pavan Kumar Sharma _[-
g QJ//—’)
. ; \
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.03.2022

JTara: 30.03.2022

Iara: 30.03.2022

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‘:°

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular i ctlonb

TSt -.')UiEHI

/?lfUD TINLIHA
%_,EB{: CHI Bi°30 mr/mon

Ipoayxr: Keropon" (keToponak) pacTBop i BHYTPHBEHHOTO U BHyTplmmLueq or

Batch No / : V220195 Batch Quantity/  : 209090 ampules /
Cepus Ne O0BemM cepuu 209090 amnyn
Analytical Report No / : 890001583686 Date of Analysis / : 31.03.2022
AHanaTHYEeCKHii oTUeT Ne JaTta ananusa

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

JiaTa npou3BOACTBA T'open oo

Analysis performed according ND / Anasns npoeeaen mo HJI: JI[1-001365-170222

Page2 of4/Crp. 2134

6 Particulate matter / Mexanu4eckue BKJIIOYEHHS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuIuMbie 4aCTULEI B cOOTBETCTBUH C TpeOOBAaHUAMA.
6B Invisible particles /
HeBuoumoie 4YaCTHLIBL:
i. Particles > 10 pm / 150 not more than 6000 per ampoule /
YacTtuu pasMepoM > He 6onee 6000 Ha amMmyy,
10 Mxm
ii. particles> 25 pm/ 02 not more than 600 per ampoule /
YaCTHUIl pa3sMEPOM > He 6oxee 600 Ha amITyny.
25 MkM
7 Related substances / PoacTeeHHbIe NpUMecH
Impurity A / IIpumecs A 0.14 % not more than 0.20 % / He Gosee
0,20 %;
Impurity B / Ilpumecs B Not detected / He o6napyiena not more than 0.50 % / nHe 6oiee
0,50 %;
= Below LOQ (LOQ = 0.033 %) / Hixe
Impurity C / Ilpumecs C ApEIICNa KONKHECTREHHOO ONPEENEHHS not more than 0.50 % / He 6oinee
(TTIKO = 0.033 %) 0,50 %,
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / Hinke not more than 0.20 % / He Oonee
npeaena o6uapyxenus (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / 0.09 % Not more than 0.20 % / He 6oxee
EnuuuyHas HEUACHTUDULIY- 0,20 %.
poBaHHas IIPHUMECH
Total impurities / Cymma 0.22 % Not more than 1.50 % / He 6onee
npuMecet 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mmn Not less than label claim (1.0 mL) /
H3eiexaeMblii 06bem He menee nomuuansHoro (1,0 mm)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanue: [Ipoayxr cooTseTcTBYeT TpeboBanusm HJT 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Naresh Iposepeno: Himesh Kumar | Ono6peno: Menemxkep / Pyr\osomn enb
Kumar @!/ \ ——. | Pavan Kumar Sharma )
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2022 Jara: 30.03.2022 JHara: 30.03.2022

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




Dr.Reddy’s ‘i.'.

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

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

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular in 'h%tfé’ﬁ%r.gb "y ﬁl‘f‘u;‘ TUIA
Keropon™ (keToponak) pacTBOp Ui BHYTPHBEHHOTO H BHYTPUMBILLEH ‘_o?“plgg- 30 mr/mn

IpogyxT: BE

Batch No / : V220195 Batch Quantity/  : 209090 ampules /
Cepus Ne O6beM cepun 209090 ammyn
Analytical Report No / : 890001583686 Date of Analysis / : 31.03.2022
AnaauTH4ecknii oTder Ne Jara anaanza

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

JaTa npousBoAcTBa T'ogen go

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222

Page 3 of4/Crp. 3 u3 4

9 Bacterial endotoxins / <=(0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuaJjibHbIe <=0.725 ED3/mMr tromethamine. / He 6onee 5,8 ED/Mr
HIOTOKCHHBI KeTopoaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / Sterile / Ctepunen Must be sterile. / Jlomxen 6bITh

CrepnnbHOCTD (A8 KaXA0M
15-o0ii cepun)

CTEPWIbHBIM.

11 Assay / KojinuecTBeHHOE
onpeseieHHE

29.69 mg / 29.69 mr

From 27.0mg to 33.0mg of
CsH13NO3-C4H | 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 MI' C15H13NO3'C4H11NO3
(keTopoJaka TpoMeTaMKH) B 1 MJL.

12 Alcohol content / ITanoua

11.75%

From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHnsM HJL

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Naresh Ilposepero: Himesh Kumar | Ono6peno: Menekep / Pyxosoaurens
Kumar . \ — Pavan Kumar Sharma |
o | — =
= /
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2022 Hara: 30.03.2022 Mara: 30.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2000, M'ax: 191 40 4900 29929, Cinail. mdil@udireddys.cuin
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular i e ct1
Kertopon" (keroposnak) pacTop Ul BHYTPHUBEHHOTO U BHyT])!IM;:]LI,{E'-IHQFrQ (BBEIICHHS, 30 mr/mn

~Bistt .:;Uldll %j:: UD T
981{305 001-0

IIpoaykr:

Batch No / 1 V220195 Batch Quantity / : 209090 ampules /
Cepus Ne Oo6bem cepun 209090 amnyn
Analytical Report No / : 890001583686 Date of Analysis / : 31.03.2022
AHanHTHYECKH# oTueT Ne JlaTa anan3za

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

JlaTa npon3BOACTBA T'onen oo

Analysis performed according ND / Ananus nposenen mo HJL: JII1-001365-170222

Page 4 of 4/ C1p. 4 n3 4

13 Packaging / Ynaxogeka

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. /

flo 1 wMn B amnoynsl u3
CBETO3ALUTHOTO cTeKIa
kopmuneporo kinacca I (USP). B
BepXHEH 4acTH aMIlyJbl HaHECEHSLI
KOJBLO M TOuka AjA pasioma. Ha
aMILyJly HaKJIEMBAIOT 3TUKETKY.

IMo 10 amMmyn ¢ HHCTpYKUOHMEHR MO
TIPUMEHEHHIO MTOMEIAIOT
B [IBX/amoMiHueBbIH OIHCTED.

Ilo 1 6mmcTepy B MadKy 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. /

Ilo 1 ™Mn B aMIOyasl U3
CBETO3AIIUTHOTO CTeKJIa KOPMYHEROTO
WIM  TEMHO-KOPMYHEBOTO  LIBETA
kmacca I (USP). B BepxHelt wactu
aMITyJIBl HaHEeCEeHBI KONBIO M TOYKA
11 pasioma. Ha ammmyny HakienBaioT

STHKETKY.
Mo 10 ammynm ¢ HHCTpyKuued 10
NPUMEHEHHIO ITOMEILA0T

B [1BX/amomMunueBsid 6iacTep.

Io 1 6amcTepy B MAaUKy KapTOHHYHO;
UI1  cTauuoHapoB: mo 2, 3, 5
OIHCTEPOB B TA4YKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooterctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MeCTe NpH Temiiepatype He Boie 25 °C. He 3amopaXuBath.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeyanue: IIpoaykT cootBeTcTBYeT TpeboBanuam HJI Zakawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Naresh Iposepeno: Himesh Kumar | Onobpeno: Menemxep / PykooanTedib

Kumar @'{ \ . | Pavan Kumar Sharma _J —
= S— : T

Reprint Date / Reprint Date / Reprint Date /

Jata: 30.03.2022 Hara: 30.03.2022 Hara: 30.03.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com




