Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon” Dkenpecce (ketoponax) TaGnerku, JUACTIEPTrUpYEMBIE B TIOJIOCTH pTa, 10 Mr
Batch No / : V2200021 Batch Quantity / : 252.000 KG
Cepusa Ne O0bem cepun
Analytical Report No / : 890001567648 Date of Analysis / : 19.01.2022
AnanurHyeckuii oryer Ne Jara anann3za
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npou3sBoacrea T'onen no
Analysis performed according ND / Ananus nposenen no HJI: JIT1-004929-011119

Page1 of 6/ Crp.1u3 6

1;.00 Test / ITokazaTesn Results / PesyabTaThl Specification / Hopma
1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrusie, riockue Kpyrible, nnockue TabneTku ¢ Gackoi,
TabneTku ¢ dackoi, ceTno- . CBETJIO-XKENTOTO 1[BETa C TPABUPOBKOI
XENTOTO LBETA C TPAaBHPOBKOM «I» Ha OJHOM CTOpPOHE.
«I» Ha oJHOM cTOpPOHE.
2 Identification / IloasiuuuHoCTD
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
V®-cnextpodoTomeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2nm). / Y®-cnektpsl
TIONJIONIEHUS HCTILITYEMOTO pacTeopa U
pacTBopa  CTaHZapTHOro  o6pasmna
KETOpO/Iaka TPOMETaMHHA  JOJKHbI
HUMeTh MaKCUMYMBI [IPH OJHOMI U TOM Xke
IUTMHE BOJHEL (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: IponykT cooTBeTCTBYET TpeGoBanusaM HJT 3aknoyenune: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: IIposepeHo: _— Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar Qf——) Himesh KUM Pawan Kumar X‘/
Print Date / Print Date / Print Date / '
Hara: 20.01.2022 Jara: 20.01.2022 Hara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.dreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Keropon" Dkenpece (keToposak) TabIeTKH, JUCIIEPrUpYEMbIE B TIOJIOCTH pra, 10 Mr
Batch No / : V2200021 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepun
Analytical Report No / : 890001567648 Date of Analysis / : 19.01.2022
AHanuTHYeCKHH oT4yeT Neo JlaTa anann3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npou3BoAcTBa T'onen no
Analysis performed according ND / Anamms nposenen mo HJI: JI[1-004929-011119

Page2of 6/ Crp. 2 u3 6

No

No Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma

b) By HPLC/B3XX Complies / CoOTBETCTBYET The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems  ynepXxuBaHHa
OCHOBHOTO MHKAa Ha XpOMAarorpamme
UCMBITYEMOTO  PAacTBOpPa  AOJDKHO
COOTBETCTBOBATH BpeMeHH
YOEpXXHBAaHUA OCHOBHOTO THMKa Ha
XpoMarorpamme pacTBopa
CTaHZapTHOro obpas3la KeTopoJiaka
TpOMETaMHUHa (paznmen
«KonuvecTBeHHOE OTIpeaeIeHHE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [lpoaykr coorBercTBYeT TpeboBanusM HJT 3akawouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: Q\[ IIpoBepeno: Onob6peno: Menemxep / PykoBoaurens

Pardeep Kumar Himesh W"Pawan Kumar X./
<

Print Date / Print Date / Print Date / '
Hara: 20.01.2022 JHata: 20.01.2022 Hara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTMU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon” Dxenpece ( KeToposnak) Tab/ieTKH, JUCTIeprHpyemMble B OJOCTH pra, 10 mr
Batch No / : V2200021 Batch Quantity / : 252.000 KG
Cepusn Ne O6nem cepun
Analytical Report No / : 890001567648 Date of Analysis / : 19.01.2022
AHAJINTHYECKHI oTyeT No Hdara ananusa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBogcTea TI'ogen xo
Analysis performed according ND / Ananus nposexen mo HJI: JITT-004929-011119

Page3 of 6 /Crp.3u3 6

No

No Test / ITokaszaTenn

Results / PesyabTaTsl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
MopnuHHOCTL

Gy THIATHAPOKCHAHU301

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 ynepxuBaHus
IHMKOB  2-OyTHNTUAPOKCHAHU301A U
3-0yTUIATHAPOKCHAHKH301a Ha
XpoMaTtorpaMme HCTILITYEMOrO
pacTeBOopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yIOEepKUBaHUA MTUKOB
2-0yTUATUAPOKCHAHM30IA U
3-OyTUIruaApOKCHaHKu301a Ha
Xpomarorpamme pacTBopa
CTaHOapTHOI'O obpasua
OyTHNTrHAPOKCHAHK30Ia (pazmen
«Conepxanue
OYTWIrHAPOKCHAHU30IAY).

Average weight / Cpeansin
Macca

69.7 mg / 69.7 Mmr

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

Uniformity of weight /
OnHopoaHOCThL Macehl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6Gonee + 10 %
2/20 Tabnetox — He Gonee + 20 %

Remarks : The Product conforms to ND/
ITpumeuanne: ITpogykr coorseTcTBYeT Tpebopanusam HJT

Conclusion : APPROVED /
3akmouenne: QJIOBPEHO

Hara: 20.01.2022

Jara: 20.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: : IIpoBepeHo: Opnobpeno: Menemxkep / Pykosoaurens
Pardeep Kumar Qf —— Himesh nar Pawan Kumar f.i

Print Date / Print Date / Print Date / '

Hara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Kertopon® Skcnpecc (keToposnak) TabueTkH, AMcHepriupyemble B MojocTH pra, 10 mr
Batch No / : V2200021 Batch Quantity / : 252.000 KG
Cepua Ne Obvem cepun
Analytical Report No / : 890001567648 Date of Analysis / : 19.01.2022
AHaJHTHYECKHIH 0TueT Ne Jara ananauza
Date of Manufacture / : Dec-2021 . Date of Expiry / : Nov-2023
Jata npousBoacTBa T'onen no
Analysis performed according ND / Auann3s nposenen no HJI: JI[1-004929-011119

Page4 of 6/ Ctp. 4 u3 6

iﬂo Test / Iloxazarenn Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 33 sec / 00 Mun 33 cek Not more than 3 min / He 6onee 3 Mun
Pacnagaemocts
6 Dissolution / PacTeopenue Unit-1/ Tabn-1 103% Not less than 75% (Q) of
R C15H13NO3C4H 1 NO3 (ketorolac
Unit-2 / Ta611-2 LIk tromethamine) in 15 min / He Menee
Unit-3 / Ta67-3 101% | 5%  (Q)  CisHisNO3*C4H11NO3
) (keToponaka  TpPOMETaMHH)  4epes3
Unit-4 / Ta6bn-4 101% 15 MuH
Unit-5 / Ta6n-5 105%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocts 710 pm sieve is formed. / Obpaszyercs
OIHOpOAHAs CYCIEH3MsA, NPOXOAsIas
CKBO3b CHTO C pPa3MepOM OTBEPCTHI
710 MKM.
8 Related impurities / PoacTBennbie npumecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD: Not more than 0.5 % / He 6onee 0,5 %
l-ruapokcuananor 0.0010%)
KeToposaka
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6oxee 0,5 %
I-xeToaHaNOT KETOpPOIaKa
Any unidentified impurity / . Not more than 0.5 % / He Gonee 0,5 %
€ IMHHYHAs - L
HeHIeHTHGUIHPOBAHHAS
npUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ilpopykt cootetcTByeT TpeGoBanuam HJJ 3akauenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHoarorosneHo: , ITpogepeno: | Onobpeno: Menemxkep / PykoBoaurenn
Pardeep Kumar Qﬁ—/ Himesh Ké_nu[i_,j//) Pawan Kumar
Print Date / Print Date / Print Date /
Hara: 20.01.2022 Hata: 20.01.2022 Hata: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dxenpecc (keToponak) TabneTkH, AMCIIEPTUPYEMBIE B TIOJIOCTH pTa, 10 Mr
Batch No / : V2200021 Batch Quantity / : 252.000KG
Cepns Ne O6bem cepun
Analytical Report No / : 890001567648 Date of Analysis / : 19.01.2022
AHanuTHYeCKHH oT4eT No JlaTa ananm3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jdata npou3BoacTBa T'omen no
Analysis performed according ND / Anann3s npoeaen no H/I: JIT1-004929-011119

PageSof 6 /Crp.S5u3 6

No

N Test / IToka3zaTenn Results / PesynbTaThi Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 2.2% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0pranuyeckye pacTBOPUTEIH

Isopropyl alcohol / 4 ng/Tab Not more than 350 pg/tab /
Hzonponaxon He 60nee 350 mkr B Tabnetke

11 | Microbial enumeration tests / MuxpoGuosiornueckas yucrora

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O6uiee 4uciIo Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-

OpraHHU3MOB

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / O6iee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIO APOMOKEBBIX U
IUIECHEBBIX IPUOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OrcyTcTBHEB 1 T
12 | Uniformity of dosage units / 53 Acceptance value (AV) not more than
OaHopoaHoOCTD 15.0 / IIpuemouHoe 3HadeHue (AV) He
A03UPOBAHMS Hornee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IpoaykT coorBeTcTBYeT TpeGOBanusamM HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: <3f' IIpoBepeno: _—1,0Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar o Himesh KW Pawan Kumar Q/
22
Print Date / Print Date / Print Date / '
MHara: 20.01.2022 Hara: 20.01.2022 Hara: 20.01.2022
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dxcnpecc (keToposiak) TabneTKy, JUCIIEPrUPYEMBIE B MONOCTH pTa, 10 Mr
Batch No / : V2200021 Batch Quantity / : 252.000 KG
Cepus Ne O61em cepun
Analytical Report No / : 890001567648 Date of Analysis / : 19.01.2022
AnannTudyeckuii oTuet No Hara ananusa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Harta npon3zBoacTa Togen go
Analysis performed according ND / Ananu3s mposeaen mo HJI: JII1-004929-011119

Page 6 of 6 / CTp. 6 u3 6

1;.00 Test / Ilokazarean Results / PesyabraTbl Specification / Hopma
13 Assay / Konu4decTBeHHOE 99 mg/9.9mr From 90mg to 11.0mg of
onpegesieHne (99.2 %) CisH1aNO;3+CsH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
° the label claim) per a tablet / Ot 9,0 Mr
pate; 11,0 M@ C15H13NO3'C4H11NO3
(xetoponaka tpomeramuH) (oT 90,0 no
110,0 % oT 3asBNEHHOr0O KOJIMUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:kaHue 0.0943 mr B TabseTke He menee 0,042 mr B Tabnerke
OYTHITHAPOKCHAHU30N1A
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 Dlisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Ttabrerox B Gnucrepe u3z (ITA/AJI/TID ¢
pack. / Ilo 10 Ttabnerok B | Bnaromormoturenem/IIDBII) donsru //
onucrepe w3 ([TA/AJV/IID c | (IIS/AJT) doabru. [To 1 unu 2 Gnuctepa
Brnaronoryotutetem/I[19BII) C MHCTpyKIMEH [0 NPHUMEHEHUIO B
donbru // (IID/AJT) doneru. [To | nauky KapTOHHYIO.
2 bnucrepa ¢ WHCTPYKLMEH IO
[PHMEHEHHUIO B navyKy
KapTOHHYHO.
16 | Labeling / MapkupoBka According to ND / B coorBeTcTBuM ¢ HJJ
17 | Storage conditions / Below 25 °C. / ITpu Temniepatype He Boilre 25 °C.
XpaHeHue
18 | Shelf life / Cpox roanoctu 2 years / 2 roaa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IlponykT cooTBeTcTBYET Tpeboranusam HJI 3axaoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: 2 IIposepeto: | Onobpeno: Menemxkep / Pykosonurens
Pardeep Kumar ‘_\I( - | Himesh W Pawan Kumar g?

I'rint Date / Print Date / Piiul Dale / l

Jara: 20.01.2022 Jara: 20.01.2022 Jara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



