V ‘..o Dr. Reddy's Laboratories Ltd.
? @ . .
I ’ Formulation Unit-6
r. ReddY S N CERTIFICATE OF ANALYSIS vl khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIH3A Distt. Solan, H.P,, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Fei RSl BELR0 SOUUTE
Hpoaykr: Keropon™ Dkcnpece (kKeToponak) TabneTKNn, AucneprupyeMole B nofocTi p'rz]fJ four
Batch No / : V2200045 Batch Quantity / : 252.000 KG
Cepusi Ne O6bem cepun
Analytical Report No / : 890001568541 Date of Analysis / : 22.01.2022
ApanuTuyeckuii order Ne JarTa anaiusa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npon3BOACTBA Tonen no
Analysis performed according ND / Ananns nposeaen no HJL: JI1-004929-011119

Page1 of 6/ Crp. 1 u3 6

1}00 Test / [Tokazarenb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrmble, riockue Kpyriisle, III0CKHE TabNeTKy ¢ Hackoi,
TabneTKn ¢ $Gacko, CBETNO- CBETJIO-KENTOr0 LIBETA C TPaBUPOBKO¥
AKEJTOrO LIBETa C TPaBUPOBKOH «l» Ha ogHOI CcTOpOHE.
«l» Ha OJTHOM CTOpOHE.
2 Identification / IlopinBHOCTH
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and
V®-cnexTpodhoTOMETpHA ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cniekTpbl
TOTTIOLEHUs MCITBITYEMOrO PacTBOpa
pacteopa  craHpgapTHOoro  obpasua
KeTopoJiaka TPOMETaMHHA  JIOJDKHBI
HUMETh MAKCUMYMBI TIPY OHOM U TOM Xe
IUIMHE BONHEI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeyanue: [TpogykT cootseTcTByeT TpeboBanuam HJL 3akmouenne: OJOBPEHO
Prepared by / 2 Checked by / Approved by: Manager/Executive /
[oaroTorneno: : ITposepeno: M Onobpeno: Menepkep / PykoBonuresns
PraveshRana = Ramakant U Pawan Kumar 1
Print Date / Print Date / Print Date /
Hara: 22.01.2022 Jara: 22.01.2022 Jara: 22.01.2022

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCOO4507
www.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopoa™ Dkenpece (keToposiak) TabaeTky, IUCIeprupyeMble B MOJOCTH pTa, 10 Mr
Batch No / : V2200045 Batch Quantity / : 252000 KG
Cepus Ne O0bem cepun
Analytical Report No / : 890001568541 Date of Analysis / : 22.01.2022
AHanuTHYECKUH oTyeT No JaTa ananmnza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTra npou3BoacTBa T'onen xo
Analysis performed according ND / Auann3 nposeaen no HJI: JI1-004929-011119

Page2 of 6/ Crp.2u3 6

No

Test / Ilokasarens
No

Results / PesynnTaThi

Specification / Hopma

b) By HPLC/B32XX

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 ymepkuBauus
OCHOBHOIO II{Ka Ha XpOMaTorpaMme
HCIIBITYEMOTO  PacTBOpa  JIOJDKHO
COOTBETCTBOBATH BpeMeHH
YAEpXKMBaHHS OCHOBHOIO IMKa Ha
Xpomarorpamme pacTBopa
CTaHOapPTHOTO KeTopoJaka
TpOMeTaMUHa (pasnen
«KonuiecTBeHHOE OnpeneneHues).

obpazua

Remarks : The Product conforms to ND/

[Tpumeuanue: IlponykT cootBeTcTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Tlata: 22.01.2022

Jlata: 22.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneno: ) IlposepeHo: (}[} Onobpeno: Menemkep / Pykosoaurens
Pravesh Rana Ramakant Pawan Kumar Qv’/ 7

Print Date / Print Date / Print Date / "

Jara: 22.01.2022

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
CEPTUOPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpecc (keroponak) TabneTky, AMcneprupyemsle B OJIOCTH pra, 10 Mr
Batch No / : V2200045 Batch Quantity / : 252000 KG
Cepus Ne O0nem cepun
Analytical Report No / : 890001568541 Date of Analysis / : 22.01.2022
AnannTudeckunii oryer No Jara anannza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npouseojacTea TI'ogen po
Analysis performed according ND / Ananus nposegen mo HJI: JI[1-004929-011119

Page3 of 6/ Ctp.3u3 6

No

Ne Test / IToxazarean

Results / Pe3yabTaTsl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMopnuHHOCTL

6y'mnmup0|ccuaﬂmon

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). / BpeMeHna ynepxuBaHMsA
NHKOB  2-OyTHIATHMOPOKCHAHHM30JA H
3-6y TUITHAPOKCHAHW30/1a Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATH
BpeMeHaM yIOep>KUBaHHS TTHKOB
2-6y THATHAPOKCHAHH30a U
3-0yTHITHIPOKCHAHU301a Ha
XpoMaTorpaMme pacTBopa
CTaHOapTHOTO obpasua
OYTUITHAPOKCHAHN30IA (pazmen
«Conepxanue
OYTUNTHAPOKCHAHN30JIAY).

Average weight / Cpeansisi
macca

69.6 mg / 69.6 mMr

67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
Ot167,2 Mr g0 72,8 Mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OpHopoaHoCTL Macehl

Complies / CooTBeTcTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Gomee + 10 %
2/20 Tabnetok — He 6onee £ 20 %

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipogykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouyenne: OJJOGPEHO

Hara: 22.01.2022

Jara: 22.01.2022

Prepared by / i, Checked by / Approved by: Manager/Executive /
Ioarororneno: IlposepeHo: OnobpeHo: Menempkep / Pykosoaurens
PraveshRana * [/ Ramakant Pawan Kumar /é‘/

-
Print Date / Print Date / Print Date /

Hara: 22.01.2022

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
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

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

Tpoayxr: Ketopon” Dkenpece (keroposiak) TabieTkH, AHCIIEprHpYeMble B TOIOCTH pra, 10 Mr
Batch No / : V2200045 Batch Quantity / : 252.000 KG
Cepus Ne Oo0bem cepuu

Analytical Report No / : 890001568541 Date of Analysis / 1 22.01.2022
AHannTHdeckuii oryer No Jara ananuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npou3eoacTea I'onen no

Analysis performed according ND / Anasus nposegen no HJI: JIT1-004929-011119

Page 4 of 6/ C1p. 4 u3 6

1;.:) Test / [TokasaTenan Results / Pesy/ibTaTh! Specification / Hopma
5 Disintegration time / 00 min 23 sec / 00 mun 23 cek Not more than 3 min / He 6onee 3 mun
Pacnanaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 103% Not less than 75% (Q) of |
] C15H13NO3*C4H 1 NOs (ketorolac
Unit-2 / Tabn-2 104% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 96% 5% (Q  CisHisNO3*CqHiNOs
. (keToponaka  TPOMETaMHH)  Yepes
Unit-4 / Ta6a-4 103% 15 MuE
Unit-5 / Ta6n-5 101%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
AucnepcHocTh 710 pym sieve is formed. / O6pasyeTcs
OHOpPOIHAs CYCHEH3Hs, NPOXONAILASL
CKBO3b CHTO C DPa3MepOM OTBEpPCTHi
710 MKM.
8 Related impurities / PoacTeenHb1e npumecn
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6oinee 0,5 %
1-ruppoxcuananor
KeTopoJjaka
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He Goxnee 0,5 %
1-keToaHaor KeTopoaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs Q057
HEUJIeHTH(HULIMPOBaHHAS
npUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [poaykT coorseTcTBYeT Tpebosanmsam HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / uj} Approved by: Manager/Executive /
IlonroTtorneHo: IIpoeepeHo: (! Onobpeno: Menemxkep / Pykosoaurens
Pravesh Rana Ramakant Pawan Kumar
Print Date / Print Date / Print Date /
Hara: 22.01.2022 Hara: 22.01.2022 Hara: 22.01.2022

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
CEPTUPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Skenpece (ketoponak) TabieTky, McnepriupyeMbie B MOJOCTH pTa, 10 mr
Batch No / : V2200045 Batch Quantity / : 252.000 KG
Cepusi Ne O6bem cepun
Analytical Report No / : 890001568541 Date of Analysis / : 22.01.2022
AHanuTHYecKkHil oTyer No JaTta anannza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBoacTBa T'ogen no
Analysis performed according ND / Ananns nposenen nmo HJI: JITT-004929-011119

Page S of 6/ CTp. 513 6
1;‘00 Test / [TokazaTesb Results / PezyabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumeceit
9 Water / Bona 2.6% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4uHble OpraHu4ecKue pacTBOPHTENTH
Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
W3onponanon He 6onee 350 mxr B Tabnetke
11 | Microbial enumeration tests / Mukpo6uo0rudecKkasi YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O6ee yucno Menee 10 KOE/r He 6omee 1000 KOE/r
a3pO6HBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6uiee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO IPOXKERBIX U
IUIECHEBBIX TPpUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OrteyTcTByeT OtcyrctBue B 1 1T
12 Uniformity of desage units / 3.7 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IlpuemoyHoe 3Hadenue (AV) He
JO3UPOBAHUS 6onee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: ITponykT cooTBeTCTBYET TpeGoBanusm HJJ

Conclusion : APPROVED /
3akmwoyenne: OJIOBPEHO

Hara: 22.01.2022

Prepared by / Checked by / VJ} Approved by: Manager/Executive /
[ToarororneHo: IlporepeHo: Onobpeno: Menemkep / Pykosoaurens
Pravesh Rana Ramakant Pawan Kumar

Print Date / Print Date / Print Date /

Hara: 22.01.2022

Hara: 22.01.2022

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
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon” Dkenpece (ketoposiak) TabneTkn, AMCIEPrHpyeMbie B IT0J0CTH pra, 10 Mr
Batch No / 1 V2200045 Batch Quantity / : 252.000KG
Cepusa Ne O6bem cepun
Analytical Report No / : 890001568541 Date of Analysis / : 22.01.2022
AHajuTHYecKHH oTyeT Ne JaTa anainza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npou3BojacTBa Togen no
Analysis performed according ND / Ananus nposenen no HJI: JIT1-004929-011119

Page 6 of 6/ C1p. 6 u3 6

i? Test / IloxazaTens Results / PesyabTaThl Specification / Hopma
13 Assay / KonndecTBenHoe 10.2 mg/ 10.2 Mr From 90mg to 11.0mg of
onpeneJieHHe (102.1 %) CisHi3NO3+C4H;1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 mr
o 1 1,0 MI C15H13NO3'C4H1 1NO3
(xeToponaka TpomeTamuH) (ot 90,0 g0
110,0 % oT 3asBNEHHOTO KONMUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0948 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0948 mr B Tabnetke He menee 0,042 mr B Tabnetke
OyTHNrMAPOKCHAHU30JIA
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. / ITo 10
information leaflet in a carton | Tabnetok B 6nuctepe u3 (ITA/AJI/IID ¢
pack. / Tlo 10 Ttabmerok B | BiaromormotureneM/II3BII) ¢onbru //
Omucrepe uz  (TA/AJ/TID ¢ | (TI9/AJI) donsru. o 1 wnu 2 Gnuctepa
Bnaronornorutenem/I12BIT) C MHCTpYKIUEH 0O NPUMEHEHHIO B
¢donwru // (ITS/AJI) donsru. Mo | nauky KapTOHHYIO.
2 bnhcTepa ¢ MHCTPYKUMEHR 10
NPUMEHEHHIO B nayky
KapTOHHYIO.
16 Labeling / Mapkuposka According to ND / B cootsetctuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ipu temnepatype He Boime 25 °C.
Xpancnuc
18 Shelf life / Cpok rognoctn 2 years /2 ropa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: IIponykt cootTBeTcTBYET Tpebopanuam HJT 3akauenne: OJOBPEHO

Prepared by / Checked by / ~) Approved by: Manager/Executive /
IMoarorosneno: J IlpoBepeno: ! U.* Ono6peno: Menemxkep / Pykosonuress
Pravesh Rana = Ramakant Pawan Kumar AZ

Print Date / Print Date / Print Date /

Hara: 22.01.2022 Hara: 22.01.2022 Jara: 22.01.2022

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



