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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOHKAT AHAJTM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
Ipoaykr: Keropon® Dkenpece (keToponak) TabJieTkH, AMCEPrHPYEMbIe B MOJIOCTH PTa, 10 Mr

Batch No / : V2101415 Batch Quantity / : 252.000 KG
Cepus Ne O0BemM cepHH

Analytical Report No / : 890001541655 Date of Analysis / : 29.09.2021
AnajuTHYecKHH oTder Ne JlaTa anainza

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTa npou3BOACTBA Tonen no

Analysis performed according ND / Auayus nposeaen no HJI: JI[1-004929-011 119

Pagel of 6/ C1p. 1136

§.00 Test / ITokazaTens Results / PesynbTaThl Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsie, niockue Kpyrisie, miockue TabneTky ¢ ¢packom,
TabyeTkd ¢ $packoli, CBeTIIO- CBETJIO-KENTOr0 IBETa C IPaBUPOBKOMH
XEJITOrO 1IBeTa ¢ TPaBUPOBKOH «l» Ha OJHOM CTOpPOHE.
«l» Ha OITHOM CTOpOHE.
2 Identification / IloonuHHOCTH
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

Y ®-cnektpodoToMeTpHs

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-crekrpst
MOTJIOMIEHHS MCIBITYEMOTO PacTBOpa U
pacTBopa  CTaHaapTHoro  ofpasua
KETOpOJiaka TPOMETAMHHA  JIOJDKHBI
HMMETh MaKCHMYMBI TIPH OIHOM Y TOH ke
IUIHHE BOJHEL (£ 2 HM).

Remarks : The Product conforms to ND/
TIpumeuanue: IIpogyKT COOTBETCTBYET TP

ebosanusm HJL

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: ) IIposepeHo: Onobpeno: Menemkep,/ PykoBoauresns
Pardeep Kumar L,._. HimeShﬁél_'l_LE_l_;l/—:" Kusum Lata Nl

Print Date / Print Date / Print Date /

Jara: 30.09.2021 Jara: 30.09.2021 Jata: 30.09.2021

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: L85195AP1984PLCO04507

www.drreddys.com
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Tel - +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
HOponykT: Keropon™ Dkcnpece (keToposak) TabIeTKH, AUCTIEPrpyeMble B [IOIOCTH PTa, 10 mr
Batch No / : V2101415 Batch Quantity / : 252.000 KG
Cepusi Ne OoBem cepun

Analytical Report No / : 890001541655 Date of Analysis / : 29.09.2021
AHaIHTHYECKHIl oTdeT N2 Jlara anaausza

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
JlaTa npou3BOACTBA T'open no

Analysis performed according ND / Ananu3 nposenen no HJL: J1-004929-011119
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Test / IlokasaTesb Results / Pe3ynbTaThl Specification / Hopma

No
Ne

b) By HPLC /B3XX 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
OCHOBHOI'0 IIMKAa Ha XpOMaTorpamme
HCIOLITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATD BpEMEHH
yIEp)XMBaHUs OCHOBHOTO IIMKa Ha
XpoMaTorpaMme pacTBopa
cTaHAapTHOrO obpasla KeToponaka
TpOMeTaMHHa (paznen
«KOoNH4ecTBEHHOE OTIpEIENICHHE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoxykr cooTBeTcTBYET TpeboBanusam H/ 3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITpoBepeHo: Onobpeno: Menenkep / PykoBoauTenb

Pardeep Kumar C'—‘L—‘ Himesh @@:‘L,/—? Kusum Lata ;T_ oL

Print Date / Print Date / Print Date /
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Analysis performed according ND / Anann3 nposenen no HJI: JII1-004929-0111 19
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No

Test / [lokazaTtennb
No

Results / PesyabTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
TToaJIMHHOCTDH

Gy THIrHIPOKCHAHH30

Complies / CoOTBETCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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). / Bpemena yAEpPKUBaHUA
IMKOB 2-6yTHITHAPOKCHAHU30MA H
3-6yTUITHAPOKCHAHU30MIA Ha
XpOMAaTOTpaMMme HCTIBITYEMOTO
pacTBOpa HOJDKHEI COOTBETCTBOBATH
BpEMeHaM yIepXKUBAHUA TTHKOB
2-6yTHNTHAPOKCHAHKU30Ia U
3-6yTHNrHAPOKCHAHK30]Ia Ha
XpoMatorpaMmme pacTBOpa
CTaHIapTHOTO obpazna
OYTHITHAPOKCHAHU30JIa (pa3men
«Cogepxanue
6YTUITHIPOKCHAHH30IAN).

Average weight / Cpennss
Macca

69.7 mg / 69.7 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr 1o 72,8 mMr (70,0 Mr + 4,0 %).

Uniformity of weight /
OaHOPOIHOCTH MacChl

Complies / CooTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Ttabnetox — He Goiee + 10 %
2/20 tabnetok — He 6omee + 20 %

Remarks : The Product conforms to ND/
IMpumeyanue: IpoaykT cootBercTByet Tpedoranuam HJI

Conclusion : APPROVED /
3akawuaenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IposepeHo: | Onobpeno: Menemkep / Pykosoautens
Pardeep Kumar = ‘?____ Himesh K&@J/,/ Kusum Lata ){X\i/

Print Date / Print Date / Print Date /

Jara: 30.09.2021 Hara: 30.09.2021 JHara: 30.09.2021
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JlaTta npou3BoacTBA T'onen o

Analysis performed according ND / Ananus nposenen no HJI: JII1-004929-0111 19
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1;00 Test / IlokazaTenb Results / PesynbTaThl Specification / Hopma
5 Disintegration time / 00 min 22 sec / 00 MuH 22 cek Not more than 3 min / He 6onee 3 mMun
PacnanaemocTh
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. C15H13NO3+C4H11NO3 (ketorolac
Unit-2 / Ta6n-2 97 % tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 100% | 75% (Q  CisHisNOs*CsHiiNOs
. (keTopojiaka  TPOMETaMMH)  4epes
Unit-4 / Tabn-4 97 % 15 mMun
Unit-5 / Tabn-5 93%
Unit-6 / Tabn-6 101 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 um sieve is formed. / O6pasyeTcs
ONIHOpOMHAs CYCIEH3HA, NPOXOIAlIas
CKBO3b CHTO C pPa3MepoM OTBEPCTHMH
710 MKM.
8 Related impurities / PoacrBeHHbIE TpUMeCH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6oxaee 0,5 %
1-runpokcuanaor
KETOpoJiaKa
ketorolac 1-keto analog/ 0.06% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHANOT KeToponaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
e IMHUYHAS
HeHIeHTH(UIIIPOBaHHAS
npuMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanwe: [Ipoxykr cootBeTcTBYeET Tpebopannam HJ axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [IpoBepeHo: | Onmobpeno: Menemiep / PykoBoauTes
Pardeep Kumar Qﬁ__ Himesh M Kusum Lata a N\e _—
Print Date / Print Date / Print Date /
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1;.? Test / [TokasaTennb Results / PesynbTaTnl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa mpuMecei

9 Water / Boaa 24% Not more than 7.0% w/w /

He 6omnee 7,0 %

10 Residual solvents by GC/ OcTaTounble opraHdyecKkue pacTBOpHTEH

Isopropyl alcohol / 13 pg/Tab Not more than 350 pg/tab /
H3zonponanon He 6onee 350 Mkr B TabneTKE

11 | Microbial enumeration tests / MukpoOuosioruyeckasi Y4ucToTa

a) Total Aerobic Microbial 10 CFU/g/ Not more than 1000 CFU/g /
Count / O61uee 4yucio 10 KOE/r He 6o1ee 1000 KOE/r
a3pO6HBIX MUKDO-

OpraH1u3MOB

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Obmuee Menee 10 KOE/r He 6onee 100 KOE/r

QUCIO OPONOKEBRIX U
IUIECHEBBLIX TPHOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET B OtcytcTBHE B 1 T
12 Uniformity of dosage units / 3.1 Acceptance value (AV) not more than

OaHOpOAHOCTH 15.0 / TlpuemouHoe 3HayeHue (AV) He
IO3UPOBAHMNA 6onee 15,0.

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

[Mpumeyanue: [TpoaykT coorBeTcTBYeT Tpebosanuam HJT Zaxmouenue: OJIOGPEHO

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

TloarorosneHo: IIposepeno: __ | Onobpeno: Menemxep / Pykosonurens

Pardeep Kumar _,_)(r____ - Himesh W Kusum Lata A\\}& -

Print Date / Print Date / Print Date /

Jlara: 30.09.2021 Hara: 30.09.2021 Jara: 30.09.2021

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: L85185AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
Dr. Reddy,s ‘.... Formulation Unit-6

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

CEPTHO®HKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Hpoaykr: Keropon” Dkcenpece (keToponak) TabneTku, JUCIEPTHPYEMbIC B TIOJIOCTH pTa, 10 Mmr
Batch No / : V2101415 Batch Quantity / : 252.000 KG
Cepus Ne O61peM cepu

Analytical Report No / : 890001541655 Date of Analysis / : 29.09.2021
AHajuTHdeckHii oTyeT No JlaTa anamm3sa

Date of Manufacture / : Aug-2021 Date of Expiry / : Jul-2023
Jara npon3BoJcTBA Tonen oo

Analysis performed according ND / Ananaus nposenen no HJI: JII1-004929-0111 19

Page 6 0of 6 / Ctp. 6 u3 6

1;.:) Test / ITokasaTenn Results / Pe3yabTaThl Specification / Hopma
13 | Assay/ KoaunuecTBeHnnoe 9.7mg/9.7Mr From 90mg to 11.0mg of
onpejesieHHe (97.3 %) C15H13NO3°C4H;1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
no 11,0mr  CisHisNO3*C4H11NO;
(xeToponaka tpometamus) (o1 90,0 mo
110,0 % OT 3asABIEHHOTO KOJUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0973 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0973 mr B TabneTke He menee 0,042 mr B TabneTke
Oy TUArUAPOKCHAHU30/2
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister 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 | Tabnerok B Giuctepe u3 (TTA/AJIIID ¢
pack. / Ilo 10 tabnerox B | Braromornotutenem/ITOBII) ¢ponern //
6auctepe u3  (ITA/AJVTID ¢ | (IIS/AJ) dombru. [To 1 mu 2 6ructepa
piaronoraorutenem/[1OBII) C HUHCTPYKIMEH @O INPUMEHEHHIO B
donsru // (II3/AJT) doneru. Ilo | mavky KapTOHHYIO.
2 GnucTepa ¢ MHCTPYKUMEH IO
IPHMEHEHUIO B HaqyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetrcTBuu ¢ HJI
17 | Storage conditions/ Below 25 °C. / [1pu Temnepatype He Bblie 25 °C,
XpaHeHnue
18 | Shelflife / Cpok roonoctn 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpogyKT COOTBETCTBYET TpeDOBAHUAM HJO 3axmiouenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToByeHo: ; IIporepeHo: Onobpeno: Meneuxep / Pykosoaurens
Pardeep Kumar ¢‘;‘-‘L——’ Himesh W Kusum Lata Aﬂ_;’(\_‘,c_ L
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