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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHO®UKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o red_J,wJom o
Hpoayxr: Keropoa™ Skenpece (ketoponak) Tabnerku, ucneprupyemble B MoJOCTH pra, 10 mr
Batch No / : V2102241 Batch Quantity / : 252.000 KG
Cepns Ne O0bem cepun
Analytical Report No / : 890001566924 Date of Analysis / : 11.01.2022
ABannTHYecKH# oTyeT No Jara anaanza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara nponspoacTea I'ogen oo
Analysis performed according ND / Ananus nposenen mo HJI: JI[1-004929-011119

Pagelof6/Crp.1u36

No

Test / IlokasaTenn
Ne

Results / Pe3syabTaThl

Specification / Hopma

1 Description / Onucauue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyruble, miockue
TabJIeTKH ¢ dackoit, cBeTIo-
XKEJITOro LBETa C FPaBUPOBKOM
«I» Ha oJTHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrusle, mwrockue tabnetku ¢ dackoif,
CBETJIO-)KEJITOrO 1IBETA C IPaBHPOBKOMH
«I» Ha OJIHOIf cTOpOHE.

2 Identification / IlogiuHHOCTb

Ketorolac / Kemoponax

a) ByUV/

V®-cnexktpodoTomMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / VO-cnekTpsr
MOTMOIIEHHS HCTIBITYEMOTO pacTBopa U
pacTeopa  CTaHAApTHOro  ofpasia
KETOpOJIaka TPOMETAMHHA  JOJKHBI
HMETh MaKCHMYMBI [IPH OJHOM U TOIf e
JUIHHE BONHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanue: IlponykT coorsercTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Hara: 12.01.2022

Hara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrororneno: Uj‘ IIporepeHo: F Onobpeno: Menemkep / PykoBoaurens
Ramakant Pardeep Kumar o f—7 Rishu Sharma (W

Print Date / Print Date / Print Date /

Hara: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4300 2899, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg w_wwdrre
Ipoayxr: Keropon™ Dkenpece (keToponak) TabneTku, JUCTIePrHpyemble B OJIOCTH pT1a, 10 Mr

dys.com

Batch No / : V2102241 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001566924 Date of Analysis / : 11.01.2022
AHanuTHYecKHiH oTyeT No Jata ananusza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npousBoacrsa T'oxen no

Analysis performed according ND / Ananus nuposesen mo HJI: JIT1-004929-011119

Page2 of 6/ C1p.2 H3 6

No

Test / Iloka3zaTennb
No

Results / Pe3yabTaThl

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). / Bpems ymepxuBaHHA
OCHOBHOIO [MMKa Ha XpOMAarorpamme
UCOBITYEMOTO  pacTBopa  JOJKHO
COOTBETCTBOBATh BPEMEHH
VOEpPXUBAaHUS OCHOBHOrO IIHKA Ha

XpoMaTorpamme pacTBOpa
cTaHigaptHoro ofpasna KeToponaka
TPOMETAMHHA (paznen

«KoNM4YeCTBEHHOE ONPENEIICHUER).

Remarks : The Product conforms to ND/
[Tpumeuanue: [Tpogykt cootBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 12.01.2022

Jlata: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Mo ﬂm.mﬂneﬁow IIpoBepeno: Qf’/ OpnobpeHo: Menemkep / PykoBoaurens
Ramakant Pardeep Kumar - Rishu Sharma
’ ’@JLW'?
Print Date / Print Date / Print Date/

Hata: 12.01.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www al‘r‘edf.!"f':-f-'fim
Hpoayxr: Keropon™ Dkenpece (keToponak) TabueTku, AUCTIEPrupyeMble B IIOJIOCTH pra, 10 mr
Batch No / : V2102241 Batch Quantity / 1 252.000 KG
Cepusn Ne O0nem cepun
Analytical Report No / : 890001566924 Date of Analysis / : 11.01.2022
Anagurnyeckuii otuer No Hara ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npounssoacrTea I'ogen no
Analysis performed according ND / Ananus nposenen mo HJI: JITT-004929-011119
Page 3 of 6/ C1p.3 u3 6
1;00 Test / Iloka3aTenn Results / PesynnTats! Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuuHoCTL butylhydroxyanisole peaks on the
GYTHIFHAPOKCHAHH30.1 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 ymepxuBaHus
MUKOB  2-OyTWITUAPOKCHAHM30JIA U
3-OyTUIrHAPOKCHAHM30IA Ha
XpoMaTtorpamme UCIIBEITYEMOT0
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yIAEpPXKUBaHHA MTHKOB
2-6yTHITHOPOKCHAHH301a u
3-6yTUNrHapOKCHAHK30IA Ha
XpOMaTorpamMmme pacTBOpa
CTaHJapTHOTO obpasiua
OyTHITHAPOKCHAHM30JIa (paznen
«Copepxanue
OYTIWITHAPOKCHAHH30IA»).

4 Average weight / Cpegusis 69.8 mg / 69.8 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 mr g0 72,8 mMr (70,0 Mr £ 4,0 %).
Uniformity of weight / Complies / CootBeTcTBYET 18/20 tablets - not more than + 10 %
OnpHopoaHoCTL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He 6Homee + 10 %

2/20 Tabnetok —~ He Gonee £ 20 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykT cooTBeTcTBYET TpeGoBaHUaM HJJ 3aknouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: @L& IIpoBepeno: P Onobpeno: Menemkep / Pykosogurens
Ramakant Pardeep Kumar <-“‘!— — Rishu Sharma

- ,@rﬂuﬂ)

Print Date / Print Date / Print Date /
Jara: 12.01.2022 Jara: 12.01.2022 Hara: 12.01.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg wwwd
Hpoaykr: Keropon™ Dkenpece (ketoponak) TabneTkH, JHCMEpPrHpyeMble B ITOJIOCTH pra, 10 Mr

1
L e g

rreddys.com

Cepus Ne

Batch No / : V2102241 Batch Quantity / : 252.000 KG

Oobbem cepun

AHanuTHYECKHH oTueT No

Analytical Report No / : 890001566924 Date of Analysis / : 11.01.2022

Jara anannza

Jara npon3BoacTBa

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

Tonen mo

Analysis performed according ND / Ananus nposegen no HJI: JI[1-004929-011119

Page 4 of 6 / Ctp. 4 u3 6

1;.00 Test / IlokazaTtesb Results / PezyabTaThl Specification / Hopma
5 Disintegration time / 00 min 27 sec / 00 Mun 27 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemocts
6 Dissolution / PacTeopenue Unit-1/ Ta6n-1 103% Not less than 75% (Q) of
. C5sH13NO3+C4H; 1INO; (ketorolac
Unit-2 / Ta6n-2 100% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHisNO3*C4H; INO;
) (keToponaxa ~ TpPOMETaMMH)  4epes
Unit-4 / Ta6bn-4 103% S
Unit-5 / Ta6n-5 101%
Unit-6 / Tabn-6 100%
% Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocTh 710 ym sieve is formed. / O6pasyercs
OIHOPOAHAsA CYCHEH3MA, MPOXOAAIAS
CKBO3b CHTO C pa3MepOM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacTBeHnble npuMecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6oxee 0,5 %
1-rugpokcuananor :0.0010%)
KeTopoaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHator keToposaka
Any unidentified impurity / i Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHas Ly
HEUAEHTUHUIMPOBaHHAS
IpHMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Upumeyanwue: [Iponykt cootsercTyer Tpe6osanuam HJT 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: uﬂ\ IIpoeepeHo: Opnobpeno: Menemiep / Pykosoaurens
Ramakant Pardeep Kumar Rishu Sharma
_ A
Print Date / Print Date / Print Date / .
Hara: 12.01.2022 Jara: 12.01.2022 Hara: 12.01.2022

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



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS  vill. Khol, Nalagarh Road, Baddi,
CEPTUOPHNKAT AHAJIUZA Distt. Solan, H.P., 173 205, INDIA

oo C CoAang e

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ik
Ipoayxr: Ketopon™ Dkenpece (ketoponak) TatiieTki, AUCTEPTrHpYEMbIe B OJIOCTH pTa, 10 Mr
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www.drreddys.com

Batch No / 1 V2102241 Batch Quantity / : 252.000 KG

Cepus Ne

O0bem cepun

Analytical Report No / : 890001566924 Date of Analysis / : 11.01.2022

AHaaHTHYeCKHU oTyeT No

JMara ananusza

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

Jara npoussoacrea

Togen no

Analysis performed according ND / Ananus nposegen mo HJI: JIT1-004929-011119

Page S of 6/ Crp.5u3 6
i.:) Test / IToka3zaTe/s Results / PesynbraTsl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Bona 2.4% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTounble opranmuecKue pacTBOpUTENH
Isopropyl alcohol / 2 ug/Tab Not more than 350 pg/tab /
Hsonpomnanon He 6onee 350 Mxr B Tabnertke

11 Microbial enumeration tests /

Mukpoduosioruyeckasi YHCTOTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob11iee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpTaHHu3MOB
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
YHCJIO APOKOKEBLIX H
IUIECHEBBIX rpUbOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcytcTBYET OrcyrctBue B 1 T
12 | Uniformity of dosage units / 5.2 Acceptance value (AV) not more than
OpHopoaHocTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
AO3UPOBAHUA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuansne: [MpoaykT coorBeTcTBYET TpebosanusM HJI 3akmouenne: ONOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosaexo: IIpoBepeHo: “f——" Onobpeno: Menemxep / PykoBozuTens
Ramakant Pardeep Kumar v 2= Rishu Sharma 8
Aibe
Print Date / Print Date / Print Date /
Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022

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. Xho!, Nalagarh Road, Baddj,
CEPTUDUKAT AHAJIMU3A Distt. Solan, H.P.,, 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ww
Hpoayxr: Keropon™ Dkenpece (ketoponak) TabneTku, IlMcneprupyemMble B oJiocT pra, 10 mr

w.drreddys.com

Batch No / : V2102241 Batch Quantity / : 252.000 KG
Cepns Ne O6bem cepun

Analytical Report No / : 890001566924 Date of Analysis / : 11.01.2022
AHannTHYeckHit oTueT Ne Jata ananuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBojacTBa Topen go

Amalysis performed according ND / Ananus nposesen mo HJI: JIT1-004929-011119

Page 6 of 6 / C1p. 6 u3 6
i.no Test / ITokazaTenn Results / Pe3yjbTaThl Specification / Hopma
13 | Assay/ KonndecrBennoe 9.9 mg/9.9 mr From 90mg to 11.0mg of
ompeaesieHne (98.9 %) C1sH13NO3*C4H; | NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
oo 1 1,0 Mr C15H13NO3'C4H11NO3
(xeroposaka TpomeramuH) (ot 90,0 no
110,0 % oT 3agBNEHHOrO KOJIMYECTBA) B
TabyeTke
14 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0960 mr B TabneTke He menee 0,042 Mr B TabneTke
Oy THArMAPOKCHAHHU30AA
15 | Package/ Ynakoska 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 | Tabnerox B 6muctepe u3 (ITA/AJI/IID ¢
pack. / Ilo 10 Tabnerox B | Buaromoriorutenem/ITOBIT) donsru //
6nucrepe uz  (IIA/AJVIID ¢ | (II3/AJT) ponsru. Io 1 unm 2 6nucrepa
BiaronornotuteneM/I19BIT) C HHCTPYKUMEH IO NpPHUMEHEHHIO B
donbrn // (TIS/AJT) doneru. Ilo | nauky KapTOHHYIO.
2 Onucrepa ¢ MHCTPYKIMEN MO
NpPHMEHEHHUIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootseTcTBHM ¢ H]J
17 | Storage conditions / Below 25 °C. / Ilpu temneparype He Bbilte 25 °C.
XpaHeHue
18 Shelf life / Cpok roanocTn 2 years / 2 rona
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Npumeyanne: ITpoaykT cooTBeTcTBYET TpeGoBanuam HJT 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosieHo: \L+ Ilposepeno: = Onobpeno: Menemxep / Pykosoaurens
Ramakant | Pardeep Kumar _ L’__ Rishu Sharma
)W
Print Date / Print Date / Print Date / .
Hara: 12.01.2022 Jara: 12.01.2022 Jara: 12.01.2022

Registered Office: 8-2-237, 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



