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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \\\vw.drraddys.com
Ipoayxr: Keropon™ Dkeripece (keroposak) TabieTkH, AMCTICPrupyeMbIe B MOJIOCTH PTa, 0 Mr
Batch No / : V2200046 Batch Quantity / : 252.000 KG
Cepus Ne O6BbeM cepHH

Analytical Report No / : 890001568813 Date of Analysis / : 22.01.2022
AHANHTHYCCKHI oTyeT Ne Jara ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npou3BoJacTBa T'open no

Analysis performed according ND / Anaaus nposeten mo HJI: JI[1-004929-011119

Page1of6/Crp.1u36

Y®-cniekrpodoTomMeTpHs

0 - -
1;.0 Test / Iloxasareb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
F tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyrnsie, mockue Kpyrnsle, miockue TabaeTkH ¢ Gpackoi,
5 TabaeTKH ¢ Gackol, CBETIIO- CBETNO-XKENTOr0 LBETA C FPABUPOBKOi
MEJITOTO [IBETa C IPaBUPOBKOM «l» Ha OJTHOM CTOPOHE.
«l» Ha OHOM CTOpPOHE.
2 Identification / IToaanHHOCTL
Ketorolac / Kemoponak
a) Byuv/ Complies / CoOTBETCTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnextpst
MOIVIOIIEH S UCTIBITYEMOIO pacTBopa u
pacTBOpa  CTaHAapTHOro  obpasua
KETOpoNaka TPOMETaMHHA  JOJDKHBI
UMETh MaKCUMYMEI TIPY OJTHOM U TO¥ XKe
JUIMHE BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
IMpumeyanue: [Ipoaykt cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroBineHo: IIpoBepeHo: Ono6peno: Menemxep / PyKoROAHTE b
Pravesh Rana Ramakant Pawan Kumar A

Print Date / Print Date / Print Date /

Jara: 22.01.2022 Jara: 22.01.2022 Jara: 22.01.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  \yww.drreddys.com
Hponykt: Keropon™ Dkenpece (ketoponak) TabneTky, ANCHEPrHPYEMBIC B NIOJI0CTH pra, 10 Mr
Batch No / : V2200046 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepuH

Analytical Report No / : 890001568813 Date of Analysis / : 22.01.2022
Ananuruyeckuii oTyer Ne JlaTa ananuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npou3BOACTBA Toxen no

Analysis performed according ND / AHanu3 mpoBe/ieH 1o HJI: JI11-004929-011119

Page 2 of 6 / Ctp. 2 u3 6

No

No Test / [lokasaTesb Results / PesyabTaThl Specification / Hopma

b) By HPLC / B2XX Complies / COOTBETCTBYET The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa ynepxuBaHus
OCHOBHOTO IHKa Ha XpOMarorpaMmme
UCTBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBAThb BpeMeEHU
yIEpXUBaHWA OCHOBHOTO IHKa Ha
XpoMaTorpaMme pacTBopa
craHgapTHoro obpasua KeTopojaka
TpOMeTaMHHa (paznen
«KOJIM4ECTBEHHOE OIPEIeNIEHHED).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeuanue: 1lpoaykr coorserctyer Tpedosannam HJT 3axmouenune: OJOGPEHO
Approved by: Manager/Executive /

Prepared by / Checked by /
IMoaroToBeHo: /g/ [TpoBepeHo: W Onobpeno: Menemkep ﬂonmenb

Pravesh Rana Ramakant Pawan Kumar
Print Date / Print Date / Print Date /
Jarta: 22.01.2022 Jara: 22.01.2022 JlaTa: 22.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg v\ drreddys.com

N poaykr: Ketopon” Dkenpecc (KeToponak) TabneTkH, AMCIIEPTHPYEMBIE B TTOJIOCTH pTa, 0 mr
Batch No / : V2200046 Batch Quantity / : 252.000 KG
Cepisi Ne O6bem cepun

Analytical Report No / : 890001568813 Date of Analysis / : 22.01.2022
AHanuTHYeCcKMil oTueT Ne Jara anannza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jata npou3BoACTBa I'onen no

Analysis performed according ND / Anasin3 nposejeH no HJI: JIT1-004929-011119

Page3 of 6/ C1p.3u3 6

No
No
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IopnuHHOCTL butylhydroxyanisole peaks on the
OyTHJIrHAPOKCHAHN30JT chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMeHa yAepXKHUBaHHUA
IMKOE  2-OyTHMITMAPOKCHAHM30NA U
3-6yTHITHAPOKCHAHK301IA Ha
XpoMaTorpaMme HCTIBITYEMOTO
pacTeopa JOJDKHBl COOTBETCTBOBATH
BpeMeHaM yIEP)KUBAHUA MUKOB
2-6yTHITHIPOKCHAaHU30J1a u
3-6yTWITHAPOKCUAHM30]1a Ha
XpoMaTorpamme pacTBoOpa
CTaHIaPTHOTO obpasua
Oy THITUAPOKCUAHU301a (pa3men
«ConepxaHue
OYTUITHIPOKCHAHU3071a)).

Test / Iloka3zaTesb Results / PesyabTaThl Specification / Hopma

4 Average weight / Cpeansia 69.6 mg / 69.6 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr oo 72,8 mr (70,0 Mr£4,0 %).

Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OJHOPOIHOCTL MACChI 2/20 tablets - not more than £ 20 % /
18/20 Tabnerok — He Gomee + 10 %
2/20 tabnerok — He 6osee = 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [Ipoaykt coorsercTsyer Tpedbosanmnam HJL 3axmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iloxroropnexno: /) Iporepeno: Uw& Ono6peno: Menemkep / PykoBoaureis
PraveshRana |y Ramakant Pawan Kumar '

Print Date / Print Date / Print Date /

Hata: 22.01.2022 Hara: 22.01.2022 Hara: 22.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, £ax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

[ T
. °® Formulation Unit-6
Drc Reddy S q,’ Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJM3A Distt. Solan, H.P., 173 205, INDIA

Tal . 101 OVICE CEANT N
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg V\;wwd:r;;t;;s CJOU,;UL o
Mpoaykr: Ketopon™ Sxenpece (keToposak) TabaeTkH, AHCTICPripyemMbie B NOJIOCTH pTa, 10 mr
Batch No / : V2200046 Batch Quantity / - : 252.000 KG
Cepus Ne O6bem cepuu
Analytical Report No / : 890001568813 Date of Analysis / : 22.01.2022
AnanuTHYecKuii oTyer Ne Hata ananusa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npoH3BOJACTBA Tomen mo
Analysis performed according ND / Auasnus nposeten no HJL: JIT1-004929-011119

Page 4 of 6/ C1p. 4 n3 6

i.f Test / [lokazaTenb Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min / He 6onee 3 MuH
Pacmapaemocrb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 101% Not less than 75% (Q) of
. C15sH13NO3+C4H; 1 NO3 (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 102% | 75% (Q  CisHisNOs*CsHNOs
. ) (keTopoyiaka  TPOMETAMHH)  depes
Unit-4 / Tabn-4 104% 15 MuH
Unit-5 / Tabn-5 104%
Unit-6 / Tabx-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JducnepcHoOCTb 710 pm sieve is formed. / O6pasyercs

OJHOpOJHasA CYCIICH3MA, mpoxonsuan
CKBO3L CHUTO C pasMepoM OTBepCTI/Iﬁ

710 MxM.
8 Related impurities / PoacTBeHHbIe IpUMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruApOKCHAHATIOT
KeTopoiaka
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6oxee 0,5 %
1-KeToaHaNOT KeTOpoJaKa
Any unidentified impurity / . Not more than 0.5 % / He Goxee 0,5 %
eMHUYHASA QS
HeuaeHTUGNUUPOBaHHAS
pUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: [IpogyKT COOTBETCTBYET tpebosanusm HJT 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosieHo: 0 IIpoepeHo: U& Opnobpeno: Menemxep / Pykosopurens
Pravesh Rana ‘/JL Ramakant ) Pawan Kumar ’L
Print Date / Print Date / Print Date / :
Jara: 22.01.2022 Jara: 22.01.2022 JTara: 22.01.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg . drreddys.com
Mponyxr: Keropon™ Dxenpece (keToponak) TablieTkH, IHCTIEPripyeMble B [I0IOCTH pTa, 0 mr

Cepnus Ne

Batch No / : V2200046 Batch Quantity / : 252.000 KG

O6bem cepun

AHanaTuyeckri orueT Ne

Analytical Report No / : 890001568813 Date of Analysis / : 22.01.2022

JlaTa aHaJIH3A

JlaTa IpoH3BOIACTBA

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

T'ogen 1o

Analysis performed according ND / Ananus nposesen no H/L: JI1-004929-011119

Page S of 6/ Ctp. Sus 6

1;.? Test / [lokasaTens Results / Pe3yapTaThl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa nprUMecei
9 Water / Boga 2.3% Not more than 7.0% w/w /
He 6omee 7,0 %

10 | Residual solvents by GC/ OcTaTounble oprau4ueckie pacTBOPUTE/H

Isopropyl alcohol /
Uzonpomnanon

3 pg/Tab Not more than 350 pg/tab /
He 6onee 350 Mkr B TabaeTke

11 Microbial enumeration tests /

Mukpo6uonornyeckas YHCTOTA

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob1mee 9ucio Menee 10 KOE/r He 6Goxee 1000 KOE/r
a’pOOHbIX MUKPO-
OPTaHH3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1wuee Menee 10 KOE/r He Gonee 100 KOE/r
YHCNO JPOXIKEBBIX H
IUTECHEBBIX IPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OtcyretBue B 1 1
12 | Uniformity of dosage units / 6.5 Acceptance value (AV) not more than
OnHopoAHOCTL 15.0 / Tipuemounoe 3HaueHue (AV) He
N03UpOBAHUS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTpumeuanue: [Iponykt cooTBeTcTBYeT Tpebosanuam HJL 3axaoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: L IIporepeHo: L_L[} Onobpeno: Menemxep / Pykopoaurensb
Pravesh Rana D Ramakant : Pawan Kumar &
e
Print Date / Print Date / Print Date / '
Jara: 22.01.2022 Jlarta: 22.01.2022 Hara: 22.01.2022
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CEPTHOHAKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Tal- 101 ORIEE EEONOT OO
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg v;wwé;r;;;;b;our;w .
HMpoxyxt: Keropon" Dkenpece (keToposiak) TabieTky, AHCHSpPrupyeMbie B M0J0CTH pTd, 10 mr
Batch No / : V2200046 Batch Quantity / : 252.000 KG
Cepnst Ne O6bem cepun
Analytical Report No / : 890001568813 Date of Analysis / : 22.01.2022
Ananuruueckuii otuer Ne JlaTa aHanu3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npou3BOACTBA Toxen no
Analysis performed according ND / Anaaus nposenen mo HJL: JI11-004929-011 119

Page 60f 6/ Crp. 6 M3 6

1;.:) Test / IlokasaTenb Results / Pe3yabTaThI Specification / Hopma
13 | Assay/KonuuecTBeHHOE 9.9 mg/9.9 mMr From 90mg to 11.0mg of
) onpenelieHHe (99.2 %) CisH3NO3+C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
p1(o] 11,0 MI’ C15H13NO3’C4H11N03
(xetoponaka tpoMetamus) (o1 90,0 no
110,0 % OT 3asBJI€HHOrO KOJIMYECTBA) B
tabneTke
14 | Butylhydroxyanisole 0.0933 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0933 mr B TabneTke He menee 0,042 Mr B TabneTke
Gy THMITHAPOKCHAHH30JIA
15 | Package / YnakoBka 10 tablets in a blister of | 10 tabletsin a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnetox B Guuctepe u3 (IMA/AJIIID ¢
pack. / Ilo 10 Tabnerox B | BmaromornoTutenem/IIOBII) Qonbru /
6mucrepe m3  ([TA/AJUTID ¢ | (TI3/AJT) doneru. [To 1 win 2 6muctepa
snaronornoturenem/[13BII) C HHCTpYKUMEH [0 NPHUMEHCHHMIO B
dosbru // (IID/AJ]) doneru. Ilo | nauky KapTOHHYIO.
2 6nucrepa ¢ MHCTPYKLHEH IO
NPUMEHEHHIO B avyKy
KapTOHHYIO.
16 | Labeling / MapkupoBKa According to ND / B coorsercteuu ¢ H]I
17 | Storage conditions / Below 25 °C. / Ilpu Temueparype He Bplme 25 °C.
Xpanenue
18 | Shelf life / Cpok roanocTu 2 years / 2 roma

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cooTBeTcTByeT Tpedborannam HJL Jaxmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlogroToBneHo: ) [IpoBepeHo: W Onobpeno: Menemkep / Pykosoaurens
Pravesh Rana /G_ Ramakant Pawan Kumar fapru/

Print Date / Print Date / Print Date / :

Hara: 22.01.2022 Hara: 22.01.2022 JHara: 22.01.2022
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