Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOPUKAT AHAJIN3A

Distt. Solan, H.P.,, 173 205, INDIA
Fe+01-98166 5600-62——

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

www.drreddys.com

Mpoaykr: Ketopon" Dxenpecc (KeToposiak) TaGACTKH, IUCNEPrUpyeMbIe B NoN0cTy pra, 10 mr
Batch No / : V2102153 Batch Quantity / : 252.000 KG
Cepusi Ne Oo0bem cepln

Analytical Report No / : 890001563554 Date of Analysis / : 27.12.2021
AHanuTHdecKnil oryer No JlaTa anannza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa mpoH3BOACTBA T'open o0

Analysis performed according ND / Ananus nposejen no HJL: JIM1-004929-011119

Page 1of 6/ Crtp.1 m3 6

No . .
Ne Test / Iloka3aTeanb Results / Pe3yibTaThl 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. / Kpyrneie, ruiockue Kpyrnble, IIOCKUe TabneTku ¢ hackoi,
TabneTku ¢ Gackoi, CBETNO- CBETJIO-KENTOr0 LBETA C IPaBUPOBKOMN
XE/ITOrO LIBETA C IPaBUPOBKOMH «l» Ha OJHOIi CTOPOHE.
«l» Ha OIHOW CTOpPOHE.
2 Identification / [loanunHoOCTL

Ketorolac / Kemoponax

a) Byuv/
V@-cnekTpodoToMeTpUs

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / YO-CnexTpsl
MOTJIOLIEHH HCMBITYEMOTO PacTBOpa 1
pacTBopa  CTaHmapTHoro  oOpasia
KeToposiaka TPOMETaMMHA  JIOJDKHBI
HMETh MaKCUMYMBI IIPH OHOM U TOH XKe
JUTHHE BOJIHBI (£ 2 HM).

Complies / COOTBETCTBYET

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

Remarks : The Product conforms to ND/
[Mpumeyadue: IIpoayKT COOTBETCTBYET Tpebosanusim HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
IMoAroToBIEHO: IposepeHo: Ono6peHo: Menemxkep / Pykosoaurenn
Ankit ﬁ Himesh W Pawan Kumar ’R'L"

Print Date / Print Date / Print Date /

Hara: 27.12.2021 Jara: 27.12.2021 Jara: 27.12.2021

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: L85195AP1984PLC0O0A507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUPUKAT AHAJIN3A

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

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

el . +91 98166 56001-0Z |
www.drreddys.com

Mpoaykr: Keropon® Dkenpecc (keToponak) TabneTkH, AMCHEprupyemble B MonocTy pra, TV
Batch No / : V2102153 Batch Quantity / : 252.000 KG
Cepusa Ne O0beM cepuu

Analytical Report No / : 890001563554 Date of Analysis / 1 27.12.2021
AHaJduTHYeCKU#l oTyeT Ne Jata anaau3za

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Hdata npou3BOACTBA T'omen po

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-004929-011119

Page2 of 6/ Crp. 2 3 6

No

No Test / [Toka3aTennb

Results / PesynsTaTsl

Specification / Hopma

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). / Bpems  yIepXHBaHuUA
OCHOBHOTO M¥Ka Ha XpomaTorpaMme
HCIILITYEMOTO  PacTBopa  AOJDKHO
COOTBETCTBOBATb BpEMEHH
yIOEepKUBAaHHA OCHOBHOTO TIMKAa Ha
Xpomarorpamme pacTBopa
CTaHIapTHOTO KeTopoJlaka
TpOMeTaMHHa (pazmen
«KomMyecTBEHHOE ONPEAEIEHHE).

obpasua

Remarks : The Product conforms to ND/

[Tpumeuanue: [IpoaykT cooTeeTcTBYET Tpebobanusam HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: TIpoeepeHo:
Ankit Himesh Kumar

(X

Approved by: Manager/Executive /
Onobpeno: Menerzxep / PykosoauTelib

Pawan Kumar i

-~
-

Print Date /
Hara: 27.12.2021

Print Date /
Jarta: 27.12.2021

Print Date /
Jara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.ccm
CIN: L35195AP1934PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \:@'&;:r;t’lo:;fzm _
Ipoaykt: Ketopon® Dxenpecc (keToponak) TabNeTkH, JHcneprupyemble B MOJI0CTH pra, 10Mr

Batch No / : V2102153 Batch Quantity / : 252.000 KG
Cepus Ne O0beM cepun

Analytical Report No / : 890001563554 Date of Analysis / 1 27.12.2021
AHaJTUTHYCCKHI oTUeT Ne JlaTa aHa/1M3a

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

JlaTa npon3BOACTBA T'ogen po

Analysis performed according ND / Ananus nposesnes mo HJI: JI[1-004929-011119

Page3of 6/ Crp.3 u3 6

1;‘:) Test / [Tokasarens Results / PesynsTaTsl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroexyanisole / butylhydroxyanisole and 3-
HopnuunocTh butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHU30JI 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). / DBpeMeHa yAepKUBaHMSA
NMKOB  2-GyTHATHMJIPOKCHAaHM30lla U
3-6yTUIrHAPOKCHAHU30IIa Ha
KXpoMaTorpamMmme UCIBITYEMOTO
pacTtBopa HOJKHBI COOTBETCTBOBAThH
BpeMeHaM yIepKUBAHUA ITUKOB
2-GyTUNTHAPOKCHAHU30M1a |
3-6yTHITHAPOKCHAHU30Ia Ha
XpoMaTorpaMme pacTBOpa
CTaHIApPTHOTO obpazna
OYTHUJIrHAPOKCHAHU30Ma (pazmen
«CoaepxaHue
OYTHITHAPOKCUAHU30Ia»).
4 Average weight / Cpeauss 69.9 mg / 69.9 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /

macca

Ot 67,2 Mr 1o 72,8 mr (70,0 Mr + 4,0 %).

Uniformity of weight /
OJHOPOIHOCTHL MaCChl

Complies / CoOTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Ttabnerox — He Gonee + 10 %
2/20 tabnetok — He Gonee = 20 %

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
Zakmwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HoaroroeneHo: IIposepeHo: OnobpeHo: Menemxkep / Pykosoaurenb
Ankit (4% Himesh Kumar \ ——"Pawan Kumar A

L
Print Date / Print Date / Print Date /
Hara: 27.12.2021 Hara: 27.12.2021 Jara: 27.12.2021

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.ccm

CIN: L85195AP1984PLC004507
wanw drreddys com
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CEPTH®HKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formdulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

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

9155160 56001-02

i s K  Sermecc (ke " i " www.dr'r:\dlcll s.com
poayxr: Ketopon" Dkenipece (ketoponak) TabJeTKM, AMCNIEPrHPYEMbIC B MOJIOCTH PTd, 11 MI
Batch No / : V2102153 Batch Quantity / : 252.000 KG
Cepua Ne O6bem cepun

Analytical Report No / : 890001563554 Date of Analysis / : 27.12.2021

AHanuTH4YecKuii oruer Ne

Jlara apaausa

Date of Manufacture /

JaTa npoH3BoaCTBA

: Dec-2021

Date of Expiry /
Tonen g0

: Nov-2023

Analysis performed according ND / Ananus nposejen no HJL: JI1-004929-011119

Page4 of 6/ Crp. 4 u3 6

1}? Test / [TokazaTeJb Results / Pe3ysibTarTsl Specification / Hopma
5 Disintegration time / 00 min 27 sec / 00 muH 27 cex Not more than 3 min / He 6osiee 3 mun
PacnagaemocTs
6 Dissolution / PacTeopenue Unit-1/ Tabn-1 104 % Not less than 75% (Q) of
. C15sH13NO3+C4H | 1NO3 (ketorolac
Unit-2 / Ta6n-2 1024 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3CsHiNOs
. . (xeToponaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 106% 15 MuH
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHOCTb 710 um sieve is formed. / OBpasyeTcs
ONHOpPOIHAs CYCIEH3MA, MNPOXOAAImas
CKBO3b CHTO C pasMepoM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHbIe ipuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcHaHaIor
KETOpOJaKa
0.03%
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHayor KeTopoJaka
Any unidentified impurity / Q020 Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs
HeuIEHTHOULUPOBAHHASA
pUMECDH

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoayKT COOTBETCTBYET tpebosarnam HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroropneno: [TporepeHo: e Ono6peHo: Menemwkep / Pykosoaurens
Ankit [:; Himesh Kumar . Pawan Kumar

+ —
Print Date / Print Date / Print Date / J

Jara: 27.12.2021

Jlara: 27.12.2021

Jlara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.ccm

CIN: L35195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

ITponykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
DOxenpece (keToponak) TabneTky, AMCreprupyemble B nojoct pra, 10 mr

(3]

Batch No / : V2102153 Batch Quantity / : 252,000 KG
Cepug No Oo6bem cepun

Analytical Report No / : 890001563554 Date of Analysis / : 27.12.2021
AnannTHYeckuii oTuyet Ne Jara ananu3za

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npousBoacTea I'onen o

Analysis performed according ND / Anasn3 nposeaen mo HJI: JII1-004929-011119

Page S of 6/ Ctp. Su3 6

ioo Test / IToka3zaTennb Results / Pe3yabTathl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6osee 1,0 %
Cymma mpumeceii
9 Water / Boga 2.0% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHbIe OpranHyueckne pacTBOPUTENH
Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
H3onponaxon He 6onee 350 Mkr B TabneTke
11 | Microbial enumeration tests / Mukpo6uoaoruueckas 4yncrora
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpPraHHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1uee Memnee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOAOKEBBIX U
TUIECHEBBIX IPpUbOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTCcTBYET OtcytctBHE B 1 T
12 Uniformity of dosage units / 5.2 Acceptance value (AV) not more than
OaHopogHOCTh 15.0 / Ilpuemounoe 3Hayenue (AV) He
JO3UpPOBaHHUSA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI 3aknwuyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeHo: Onobpeno: Menemxep / Pykopoaurens
Ankit (}'{\/ Himesh KUM Pawan Kumar /Q‘,
Print Date / Print Date / Print Date / !
Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021

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: L85195AP1984PLC0O04507
www.drreddys.com



Qe Dr. Reddy's Laboratories Ltd.
’ - Formulation Unit-6
Dr’ Reddy S Q-. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUWOMKAT AHATSA Tel : +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ Www.drreddys.com
IpoaykT: Keropon™ Dkenpece (ketoponak) TabneTky, AucrieprupyemMble B moaoctu pra, 10 mr
Batch No / : V2102153 Batch Quantity / : 252.000 KG
Cepus Ne Oo6nem cepun
Analytical Report No / : 890001563554 Date of Analysis / : 27.12.2021
AHanuTHYeCcKHH oTHeT Ne JlaTa aHamn3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npou3BoacTBa F'onen go
|Analysis performed according ND / Ananus nposenen mo HJI: JI[1-004929-011119

Page 6 of 6/ C1p. 6 U3 6

1;00 Test / [ToxaszaTesb Results / PesynbTaThl Specification / Hopma
13 Assay / KonudecTBeHHoe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpeleneHue (101.3 %) Ci15H13NO3+C4H ] NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pate] 11,0 Mr C15H13NO3'C4H11N03
(xkeToponaka TpometamuH) (ot 90,0 no
110,0 % OT 324BNEHHOrO KOJIUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0958 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0958 mr B Tabnetke He menee 0,042 mr B Tabnerke
Oy THJIITHAPOKCHAHHU30J1a
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 Dblisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerok B G6mucrepe uz (ITA/AJI/IID ¢
pack. / Ilo 10 rabnerok B | BnaromornoruteneM/I1OBII) donsru //
6auctepe w3 (ITA/AJVIID ¢ | (IIB/AJ]) ponsru. I1o 1 wnu 2 Gauctepa
Bnaronornorurenem/I19BIT) C HMHCTPYKUMEH 10 IPMMEHEHUIO B
doneru // (I13/AJ1) donbru. Ilo | mayky KapTOHHYIO.
2 6mucTepa ¢ HMHCTpyKLUe# 1o
NPUMEHEHHIO B nayky
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cootBetcTBUU ¢ H{
17 | Storage conditions/ Below 25 °C. / Ilpu Temneparype He Bbinie 25 °C.
XpaseHue
18 | Shelflife / Cpox rognoctu 2 years / 2 ropa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpwmeuanue: [IponykT coorBeTcTBYET TpebosanusM HJI Zaxmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Tloarorosnexo: IIposepeno: | Onobpeno: Menemxep / Pykoponures
Ankit @ Himesh W Pawan Kumar

Print Date / Print Date / Print Date /
Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com




