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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUP®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

@)

Hpoaykr: Keropon

TeiT+#91 58166 56001702
www.drreddys C(S)m
Mr

Okcnpecc (keToponak) TabieTKH, AMCTIEPrUpyeMble B MOJOCTH PTa,

Batch No / 1 V2102243 Batch Quantity / : 252.000 KG
Cepua Ne O0bem cepun

Analytical Report No / : 890001567368 Date of Analysis / : 14.01.2022
AHanuTHYEeCKHI oTueT No JlaTa aHau3a

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

Analysis performed according ND / Ananus nposexen mo HJ/I: JI[1-004929-011119

Pagel1of 6/ Crp. 1u3 6

No - .
N Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyriible, niockue Kpyrusle, miockue tabiaetky ¢ dpackoi,
TabneTKH ¢ dackoi, cBETIO- CBETJIO-XKENITOTO 1IBETa C IPaBUPOBKOM
KEJITOTO LBETA C TPABUPOBKOH «l» Ha ogHOM CTOpOHE.
«l» Ha OMHOH CTOpOHE.
2 Identification / [TlogiMHHOCTD
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBeTcTBYET UV spectra of the test solution and

Y®-cnekrpodoromeTpus

ketordlac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTpsl
MOTJIOLIEHUs HCIBITYEMOrO pacTBopa U
pacTBOpa  CTaHAapTHOro  obpasua
KETOpoNlaka TpOMETaMHHa JOJDKHEI
HMMETh MaKCUMYMBI [TPY OAHOH U TOH ke
JUTMHE BOJHBEI (£ 2 HM).

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanmsam HI

Conclusion : APPROVED /
3axmouyenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlTonroroBneHo: . IIposepeHo: Opnobpeno: Menemxkep / Pykosonurens
Ankit (ra Himesh M Pawan Kumar /;)‘\_/

L~ '
Print Date / Print Date / Print Date /

Hata: 14.01.2022

Jata: 14.01.2022 Jara: 14.01.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

CEPTUO®UKAT AHAJIN3A

Distt. Solan, H.P., 173 205, INDIA

®

IIpoaykr: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpecc (KeToponak) TabiAeTKH, AUCTEPrupyeMbIC B

Tl TF91 98100 5600102
www.drreddys (bom
noJiocT pra, 10 mMr

AHanuTHYeCKHT oTyeT Ne

Batch No / : V2102243 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepun
Analytical Report No / : 890001567368 Date of Analysis / : 14.01.2022

JlaTa anan3a

Date of Manufacture /
JdaTa npounspoacTBa

: Dec-2021
T'oaen no

Date of Expiry /

: Nov-2023

Analysis performed according ND / Ananns mposegen mo HJ: JIT1-004929-011119

Page2 of 6/ Ctp. 2 M3 6

No

N Test / [Toka3arenas

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC/ BOXX

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 ynepxuBauus

OCHOBHOT'O TIHMKa Ha XpoMaTtorpaMme

HCHBITYEMOTO  PacTBOpa  HOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIOepKMBaHUsS OCHOBHOTO TMHMKa Ha
Xpomarorpamme pacTBopa
CTaHZapTHOro ofpasia KeTopoJiaka
TpOMeTaMKHa (pazmen

«KonuiecTBeHHOE ONpeeNeHHE).

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTseTcTBYET TpeGosanusam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Jlara: 14.01.2022

Jara: 14.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoBneno: —. IIpoBepeno: | Onobpero: Menemwxep / Pykosoaurens
Ankit @ ‘ HimeshW Pawan Kumar X
i \ e
]
Print Date / Print Date / Print Date /

Jara: 14.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 10 1900 2800, Fax: +81 10 1900 2999, Email: mail@drreddys rom
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
CERTIFICATE OF ANALYSIS  Vvill. Khol, Nalagarh Road, Baddi,
CEPTUDPHUKAT AHAJIM3A Distt. Sofan, H.P.,, 173 205, IND{A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon™ Dkenpecc (keToponak) TabneTkm, JUCIEPrUpyeEMbIE B MOJIOCTH pTa, 10 Mr

Tel~+51 581665600162 —
www.drreddys c(?m

Batch No / : V2102243 Batch Quantity / : 252.000 KG
Cepus Ne Oo6Bem cepun

AHanuTHYecKH# oTyeT Ne

Analytical Report No / : 890001567368 Date of Analysis / : 14.01.2022

Jlara ananusza

JdaTta npon3Bojacrea

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

T'ogen o

Analysis performed according ND / Auanus nposeaen no H/I: JII1-004929-011119

Page3of 6/Crp.3u36

i:) Test / IlokazaTeanb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoanuHHOCTD butylhydroxyanisole peaks on the
6y THNTHAPOKCHAHU30 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 ynepxuBaHus
MUKOB  2-OyTWITHAPOKCHAHH30JA U

Macca

3-6yTUIArHAPOKCHAHH30IIa Ha
Xpomarorpamme HCIIBITYEMOr0
pacTBopa JOMKHBI COOTBETCTBOBAThH
BpeMeHaM YAEpKUBAHUS MTUKOB
2-0yTUNrUapOKCUaHH30Ma u
3-6yTUAruaOpOKCHaHu30a Ha
XpoMaTorpaMmme pacTBopa
CTaHIAPTHOTO obpasia
OyTIIITHIPOKCHAHHU30/1a (pazmen
«Conepxanue
OYTUITUAPOKCHAHU30TIAY).

4 Average weight / Cpeansist 70.3 mg/ 70.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

Ot 67,2 Mr o 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight /
OaHopoAHOCTbL Macchl

Complies / CooTBEeTCTBYET 18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Oojsee + 10 %
2/20 rabnerok — He Goinee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanuam HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIpoBepeno: OpobpeHo: Menemkep / Pykoponurens
Ankit é Himesh Kumar ~ | Pawan Kumar ]

Print Date / Print Date / Print Date /

Jara: 14.01.2022 Jlara: 14.01.2022 Jara: 14.01.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddji,
CEPTUD®HUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
— et T¥51 98166 56001-62——

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
0 www.drreddys Cé)m
Ipoaykr: Keropon™ Dxcnpecc (keToponak) TabneTky, AUCIEPTUPYEMBIE B MOJOCTH pTa, 10 Mr
Batch No / : V2102243 Batch Quantity / : 252.000 KG
Cepus Ne O6vbem cepun
Analytical Report No / : 890001567368 Date of Analysis / : 14.01.2022
AHnanuTHYecKHi oTueT Ne JlaTa ananu3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JdaTta npounsBoacTBa T'onmen no
Analysis performed according ND / Anaau3 nposenen mo H/{: JITT-004929-011119
Page4 of 6/ Ctp. 4u3 6
1}00 Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 48 sec / 00 muH 48 cek Not more than 3 min / He 6onee 3 mun
Pacnanaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 104% Not less than 75% (Q) of
. Ci5H13NO3+*C4H11NO3 (ketorolac
ity aginga 106% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 103% 75% (Q)  CisHisNOs*CsH iNOs
i (keToponaka  TPOMETaMMWH)  uepe3
Unit-4 / Tabn-4 105% 15 MuH
Unit-5 / Ta6bn-5 106%
Unit-6 / Ta6n-6 102%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / O6pa3yercs
OIOHOPOMHAsA CYCIIEH3UsA, NPOXOAALIas
CKBO3b CHTO C pa3sMepoM OTBEpCTHIA
710 MKM.
8 Related impurities / PoacTBeHHble npuMecH
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He Goiee 0,5 %
1-ruapokcuasanor :0.0010%)
KeTopoJiaka
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6omee 0,5 %
1-keToaHanor KeToposaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
e MMHIIHAS Less Than LOQ(0.0097%)
HEUAEHTUPUIHMpPOBaHHASL
pHMeCh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykt cootBercTBYeT TpebGopanusm HJT Sakmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieHo: ITporepeno: Onobpeno: Menemxep / Pykosogurens
Ankit (;é Himesh W Pawan Kumar
£ A
Print Date / Print Date / Print Date / !
Hara: 14.01.2022 Jara: 14.01.2022 Jara: 14.01.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Red dY S Q,‘ CERTIFICATE OF ANALYSIS  vill. Khol, Nalagarh Road, Baddi,
CEPTU®UKAT AHAJIM3A  Distt. Soian, H.P, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg x@&gimlﬁ ]
Hpoaykr: Ketoposn® Drcnipece (keToponak) TabaeTKy, AUCIEPrUPYEMBbIE B MOJNOCTH pTa, 10 Mr

Batch No / 1 V2102243 Batch Quantity / : 252.000 KG

Cepust Ne O6wem cepun

Analytical Report No / : 890001567368 Date of Analysis / : 14.01.2022
AnanuTHyecKknii oruer Ne JlaTa anamuza

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

darta npousBoacTBa T'oxen no

Analysis performed according ND / Ananns nposenen no HJ: JITT-004929-011119

Page Sof 6/ Crp. 5u3 6

i:) Test / ITokazaTesnnb Results / Pe3yabTaTthl Specification / Hopma
Total impurities / 0.04 % Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Boaa 2.1% Not more than 7.0% w/w /
He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouHble opraHudecKHe pacTBOpPUTENTH

Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
Hzomnponanon He 6onee 350 Mxr B TabneTke

11 | Microbial enumeration tests / Mukpoouonorudeckas 4ucroTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O6miee yucno Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKDO-

OpraHu3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mmee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO JPONOKEBBIX U
ILUIECHEBBIX IPUOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcytcTBYET OrcyrcTBHE B 1 T
12 Uniformity of dosage units / 7.2 Acceptance value (AV) not more than
OaHopogHOCTh 15.0 / IlpuemouHoe 3HaYeHue (AV) He
J03UpOBaAHUS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tlpumeuanue: I[poaykT cooTBeTCcTBYET TpebGoranuam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexg; IlpoerepeHo: 5 Onobpeno: Menemkep / PykoBonurens
Ankit é Himesh KM Pawan Kumar §
F| —=
Print Date / Print Date / Print Date /
Hara: 14.01.2022 Hara: 14.01.2022 Jata: 14.01.2022

Reglstered Office: 8-2-337, Ruad Nu. 3, Barjaia 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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;i,

CEPTUPUKAT AHAJIN3A

Distt. Solan, H.P., 173 205, INDIA

TelT 91 98166 5600102

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i drreddys.com
Ipoaykr: Ketopon®™ Dkcenpecc (keToponak) TabseTky, qUceprupyemsle B NoiocTh prd, 10 mr
Batch No / : V2102243 Batch Quantity / : 252.000 KG
Cepns Ne O0nem cepun

Analytical Report No / : 890001567368 Date of Analysis / : 14.01.2022
AxamuTHYecKHI oT4eT No Jara ananusza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npousBoacTBa I'ogen mo

Analysis performed according ND / Anaans nposegen mo H/T: JITT-004929-011119

Page 6 of 6/ C1p. 613 6

iﬂo Test / [lokazaTenn Results / PesyabTaThl Specification / Hopma
13 Assay / KonnuecTBeHHOe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeaejieHue (98.6 %) Ci1sH13NO3°C4H |1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mr CisH13sNO3;«C4H (NO;
(xetoponaka TpoMeTaMuH) (oT 90,0 mo
110,0 % oT 3aABJIEHHOI0 KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0935 mg/tab / Not less than 0.042 mg/tab /
content / CogepxxaHue 0.0935 mr B Tabnerke He menee 0,042 mr B Tabnetke
Oy THArMAPOKCHAHH301A
15 | Package / YnaxoBka 10 tablets in a blister of | 10 tabletsinablister 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. / Tlo 10
information leaflet in a carton | Tabnertok B 6nuctepe uz (ITA/AJI/IID ¢
pack. / Ilo 10 rabneroxk B | Brnaromornotutenem/I[I19BI) donbru //
6mucrepe w3z ([IA/AJUTIS ¢ | (TID/AJ) donsru. [To 1 wiu 2 6nuctepa
Bnaronornoruresnem/[13BIT) ¢ HMHCTpYKLIUEHl IO MNpHMEHEHUIO B
¢donsru // (II3/AJT) donsru. [To | nayxky KapTOHHYO.
2 6nucTepa ¢ MHCTPYKLHMEH IO
NPUMEHEHHIO B nayKy
KapTOHHYIO.
16 | Labeling / MapxupoBka According to ND / B cootseTcTBUH ¢ H]T
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Bolie 25 °C,
XpaHeHue
18 | Shelf life / Cpok roaHocTn 2 years / 2 roma

Remarks : The Product conforms to ND/
[Tpumeuanue: [Ipoaykt cooTBeTcTBYET TpeOOBaHMAM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarororneHo:
Ankit

Checked by /

l’IpOBepechxu/a{)L’ﬁa Onobpeno: Menemxep / Pykosoauresb
5 LN 22—

Himesh K

Approved by: Manager/Executive /

Pawan Kumar

Print Date /
Jarta: 14.01.2022

Print Date /
Jara: 14.01.2022

Print Date /
Hata: 14.01.2022

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




