Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpomyxr: Keropon™ Dkenpece (keroponak) TabjeTkH, AHCIEPrHPYEMBIC B IIOJIOCTH PT4, 10 mr

Batch No / : V2300352 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6beM cepuH 36,00,000 Tab
Analytical Report No / : 890001648610 Date of Analysis / 07.03.2023
AnanuTudecknii order Ne Jarta ananansa :

Date of Manufacture / -+ Feb.2023 Date of Expiry / :--Jan.2025
Jara npou3BoacTBa Tomen mo

Analysis performed according ND / Asasins nposeaen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Pagel of 7/ Cxp. 1 m3 7

YV ®-cnektpodoTOMETPUS

No ; g
No Test / IloxazaTeb Results / PesysibTarhl Specification / Hopma
1 Description / Onncaume Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|"* débossed on one side. /
side. / Kpyruibie, IU10CKHe Kpyrible, MiIockue TabneTku ¢ Gackoi,
TabneTkH ¢ PackoH, CBETIIO- CBETIO-KENTOTO 1[BETA C TPAaBUPOBKOM
XEJTOrO [BeTa ¢ FPaBUPOBKOMH «l» Ha OHOM CTOPOHE.
«l» Ha OITHOMW CTOPOHE.
2 Identification / IlognuynocTh
Ketorolac / Kemoponax
a) Byuv/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexrpsl
MOMJIOIIEHHMS UCTILITYEMOTO PacTBOpa U
pactBopa  CTaHgapTHoro  obpasua
KETOpOJiaka TPOMETaMHMHA  JIOJDKHBI
HUMETH MAKCUMYMBI P OXHOH H TOM e
IUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: TponykT cooTercTByeT Tpebosanuam HII

Conclusion: APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by /
Tloarorosneno: Shivani Devi

o —

§

Checked by /
IMposepeHo: Ramakant
L

e

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykos

HTeNb
Manoj Kumar \;gi.ffl

!j‘h Lt

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Hara: 07.03.2023

NEZ
N:

L85155AP1984PLCL04AE07
www.drreddys.com

had - SC0034, Telangana, [ndia
x:+21 40 4500 2598, tmail:

4. 500
mail@drreddys.com




Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (tq.
Formulation Unit-6

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

CEPTH®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon™ Dken peuc (keroponak) TabneTkH, JUcIeprupyembie B roJIoCcTh pTa 10 mr

Batch No / 1 V2300352 Batch Quantity / : 36,00,000 tab/
Cepust Ne O6BLeM cepun 36,00,000 Tab
Analytical Report No / : 890001648610 Date of Analysis / 07.03.2023
AHaauTH4ecKHH oTyeT Ne Jlara anaan3a

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jara npoM3BOACTBA T'onen go

Analysis performed according ND / Ananus nposenen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12. 2021}

Page20of 7/Crp. 237

[ No

Test / [loxazarenan
No

Results / PesysasTatst

Specification / Hopma

b) By HPLC / BDXX

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 yzepXHBaHus
OCHOBHOTO IHMKa Ha XpoMaTorpaMme
HCOILITYEMOr0  PAcTBOpa  HOJDKHO
COOTBETCTBOBATh BPEMEHHU
yIEp)KUBaHKA OCHOBHOTO IHKa Ha
XpoMarorpaMmme pacTBopa
CTaHaPTHOTO KETOpOoJlaKka
TPOMETAMHHA (pazmen
«KOnu4ecTBEHHOE OPedEIEHUED).

obpasua

Remarks: The Product conforms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuaM H

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Hara: 07.03.2023

Hara: 07.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarortoeneno: Shivani Devi [Tpoeepeno: Ramakant Ono6peno: Menemxkep / Pyxosoaurens
T ) Dl Manoj Kumar
- /J / &;th:?t £ i
Reprint Date / Reprint Date / Reprint Date /

Jara: 07.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLCO0AS07
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ttd,
Formulaticn Unit-6

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

ﬁ’roduct Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Keropon™ 3hcnpecc (keroposiak) TabneTku, AUCIIEPrHPYEMbIE B ITOJIOCTH pTa 10 mr

Batch No / : V2300352 Batch Quantity / : 36,00,000tab/ |
Cepust No O6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001648610 Date of Analysis / 07.03.2023
AHnanuTHuecKkHit oTueT Ne JaTa anann3a

Date of Manufacture / : Feb.2023 Date of Expiry / ;- Jan.2025

Jata npou3BoacTBa Tonen oo

Analysis performed according ND / Anann3 nposenen mo H/L:
JI1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12. 2021)

Page3of 7/Crp. 3 m3 7

1;: Test / IlokazaTenb Results / PesyabTaThi Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of D
Butylhydroxyanisole / butylhydroxyanisole and 3-
TloauHHOCTL butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHH30J1 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 yAepXHBaHHS
MHKOB  2-6yTHIrHOpOKCHAHHM30NIA M
3-6yTWITMAPOKCHAHN30Ia Ha
XpoMatorpamme ACIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yIep)KUBAHHUS MTUKOB
2-6y TWITHAPOKCHAHU301IA v
3-0yTMNrUAPOKCHAHM301A Ha
XPOMaTorpamMmMe pacTBopa
CTaHAAPTHOIO obpasua
OyTHITHAPOKCHAHU30JIa (paznen
«ConepxaHHe
OyTHITMAPOKCHAHNU30MAY).
4 Average weight / Cpeauss 69.7 mg/ 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms to ND/

INpumeuanue: [Tpopykr coorBeTcTBYeT Tpebosanusam H/L

Conclusion: APPROVED /
3axnrwuenne: OJOBPEHO

Prepared by /
IloarorosneHo: Shivani Devi

AT

Checked by /
[Iposepeno: Ramakant

kel

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaures
Manoj Kumar 'ﬂn» e

Reprint Date /
Iara: 07.03.2023

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Jara; 07.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis,
Tel: +91 40 4200 2900, Fax: +91 40 4500 2334, Email: n

CiIN: L35195AF1984PLCTCS
www.drreddvs.com

Hyderabad

07

344

drretldys.com

, ielangang, india




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories itd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bad g,
Distt. Solan, H.P., 173 205, IND|a
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\pomyxr: Keropon™ Dxenpecc (ketoposak) TabaeTku,

[HCTICPrHpYeMbIE B ITONIOCTH pTa, 10 MK

Batch No /. : V2300352 Batch Quantity / : 36,00,000 tab/
Cepns Ne O6bem cepau 36.00,000 Tab
Analytical Report No / : 890001648610 Date of Analysis / 07.03.2023
ANaTHTHYECKHI oTHeT Ne JlaTa ananusa

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jara npon3Boacrea Tonen mo

Analysis performed according ND / Anaaus nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Paged4of 7/Crp. 4 m3 7

N‘N.f Test / [lokazaTesb Results / PeayabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee * 10 %
2/20 TabneTok — He 6ornee £ 20 %
5 Disintegration time / 17 sec /17 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemoctn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 104 % Not less than 75% (Q) of
. C15H13NO3‘C4H11NO3 (ketorolac
W2 Welons 2 057 tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 105% 75%  (Q)  CisHNO3CsH1iNOs
. . (keToponaka  TPOMETaMHH)  4Yepes
Unit-4 / Tabn-4 104 % 15 mMun
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JAuncnepcHoCTh 710 pm sieve is formed. / Obpa3zyeTcs
OIIHOpOIHAs CYCHEH3MsA, MPOXOAALIAi
CKBO3b CHTO € pa3sMepoOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

Ipumeuanue: Ipoaykr cooteTcTByeT TpeboBannam H/I

Conclusion: APPROVED /
3axmouenne: OJIOGPEHO

Prepared by /
IMoarorosneno: Shivani Devi

Checked by /
[TposepeHo: Ramakant

|
Aaho S
oot

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoauterns
Manoj Kumar \ ) e ;

-
A
Reprint Date /

JHara; 07.03.2023

Reprint Date /-
Jara: 07.03.2023

Reprint Date /
Jlara: 07.03.2023

Registered Cifice: 8-2-337, Road Wo. 3, Banjara
Tel: +91 40 4300 2900, Fax: +91 40 450

CIN: L35195AP1984PLL

www.drredavs.con

134, Telangans, india

rreddys.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Bad dj,
Distt. Solan, H.P.,, 173 205, IND|a
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon™ Dkcnpece (ketoposak) TabneTky, HCNEPrupyeMbIc B MIOJIOCTH pTd, 10 mr

Batch No / : V2300352 Batch Quantity/ : 36,00,000 tab/
Cepusg Ne O0BeM cepuH 36,00,000 Tab
Analytical Report No / : 890001648610 Date of Analysis / 07.03.2023
AHRajquTHYECKHI oTUeT Ne Jara aHajuza

Date of Manufacture / : Feb.2023 Date of Expiry/ Jan.2025-
Jata npod3BoACTBa T'oxen oo

Analysis performed according ND / AHa1u3 npoBeJien io H:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page50f7/C1p. Smsz 7

8 Related impurities / PoncTeeHnble IpHMeCH

ketorolac 1-hydroxy analog /
1-ruppoxcuaHanor

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenns (110 =

Not more than 0.5 % / He 6onee 0,5 %

KeToponaka 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToapanor KeToponaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAL 0.03%
HeuAeHTHONIMPOBaHHAsA
NpUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6osee 1,0:%
Cymma npumecei

9 Water / Boana 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTtaTouHble Opranu4eckue pacTBOPHTEH

Isopropyl alcohol /
Hzornponanot

3 pg/tab / 3 MKr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKT B TabneTke

Remarks: The Product conforms o ND/
Ipumeuanue: [poaykT coorercTByeT Tpebopanmam HJI

Conclusion: APPROVED /
3axacuenne: OJJOBPEHO

Prepared by /
TMonrorosneHo: Shivani Devi

A

Checked by /
[Tposepeno; Ramakant

dop

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykogopuTesb
Manoj Kumar Ayt J

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Hata: 07.03.2023

Reprint Date /
Jara: 07.03.2023

Registered Office: 3-2-337, Read Na. 3, Banjara Hills, Flde
Tel: +91 40 4900 2900, Fax: +91 40 4

CiN: LEGES5AP 19340

www.direddys.com

had - 300034, Telangana, India
y gan3,




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [tq.
Formulation Unit-6

Vill. Khol, Natagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A,
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIA3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon” Dkenpecce (keToposiak) TabieTky, ANCHEPrupyemMbIic B HOJIOCTH PTa, 10 Mr

Batch No / : V2300352 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001648610 Date of Analysis / 07.03.2023
Auanurnuecknii oruer Ne Jara aHa1u3a

Date of Manufacture / -: Feb.2023 Date of Expiry / Jan.2025
Jdata npou3BoACTBa I'ogen xo

Analysis performed according ND / Ananns nposegen no HJL:
JIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ C1p. 6 u3 7

11 Microbial enumeration tests / MukpoGuooryueckas 4ucTora™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee 94UCTIO He 6onee 1000 KOE/r
a3pOOHBIX MUKDO-
OpraHU3MOoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmiee He 6onee 100 KOE/T
YUCHO APOXKIKEBBIX U
IIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in | gram /
OtcytctBHE B 1 T
12 Uniformity of dosage units / 33 Acceptance value (AV) not more than

content / CopepxxaHue
OyTHIIrHAPOKCHAHH30J12

0.0957 mr B TabaeTke

OoHOpPOAHOCTE 15.0 / IlpuemouHoe 3Hagenne (AV) e
R03HPOBAHHUS 6onee 15,0.
13 Assay / KonuuyecTBeHHoe 10.1 mg/ 10.1 mr From 9.0 mg to 11.0 mg of
onpenaeJieHHe (100.7 %) Ci1sH;3sNO3*C4H;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
11,0 mr Ci1sH3NO3+CqH 1 1NO;3
(xeToponaka tpomeramun) (o1 90,0 no
110,0 % oT 3asABNEHHOrO KOJIHYECTBA) B
TabJeTKe
14 | Butylhydroxyanisole 0.0957 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B TabneTke

Remarks: The Product conforms to ND/
[Tpumeuanne: [Ipoaykr cooTBeTcTBYET Tpeboanusam HJI

Conclusion: APPROVED /
Bakaouyenne: OJOBPEHO

Prepared by /
ITonrorosneno: Shivani Devi

AT

Cliecked by /
[Tpoeepeno: Ramakant

Aot

Approved Uy. Mavagu/Taceutive /
Onobpeno: Menemxkep / PykoBonurens
Manoj Kumar

’ Lol
Prvigued

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Hata: 07.03.2023

Reprint Date /
JHara: 07.03.2023

o L BOD0RA Tels _ g
500024, Telangana, India

croail@drreddys.com




D , ‘...O Dr. Reddy's Laboratories |tq.
Formulation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

www.drreddys.com

CEPTHOHUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoayxT: Keropon™ Dkcnpece (ketoposiak) TabneTKH, UCTIeprupyeMble B ojocTH pra, 10 mMr
Batch No/ : V2300352 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001648610 Date of Analysis / : 07.03.2023
AnanarHuecKni oryer Ne Jlata apanusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JaTa npoH3BOACTBA Tonen go
Analysis performed according ND / Anan3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page 70f 7/ Crp. 7Tuz 7

15 | Package/YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / [lo 10 TabneTok B
information leaflet in a carton | Onucrtepe u3 (ITA/AJTID c
pack. / Tlo 10 TabneTox B piraronornorurenem/[19BIT) donwru //
6nucrepe m3  (IA/AJ/IID ¢ | (TIB/AJT) donsru. Io 1 vnn 2 faucTepa c
snaronorioruresiem/TIOBIT) MHCTPYKLMEH 110 TPUMEHEHHIO B HadKy
donsru // (T15/AJ1) doneru. o | kapTOHHYIO.

2 6iWcTepa ¢ HHCTpYKLMEH Mo

NpUMEHEHHIO B TIayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cooTsercteuu ¢ HJT

17 | Storage conditions / Below 25 °C. / ITpu temnepatype e Bblue 25 °C.

XpaHenue

18 | Shelf life / Cpok roanoctn 2 years / 2 roaa

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier. '

* [Ipu BBINYCKE J1€KAPCTBEHHOr0 NpenapaTa KOHTPOJIb Ka4ecTBAa N0 I0KA3aTe 0
«MHAKPO6HOIOrHYECKAS THCTOTA» IPOBOJAMTCS IS Kax/0i 20-0ii cepuH, H/IM /LISl O[HOH CEPHH B rof,
B 3ABHCHMOCTH OT TOI'0, 4TO HACTYNMT PaHbUIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IMpumeuanue: [IpoaykT cootseTcTByeT TpedoBanusm HJI Zaxmouenne: OJJOGPEHO

Prepared by / Cliecked by / Approved by: Manager/Cxcoutivo /

[oarorosneno: Shivani Devi [Tposepeno;: Rminakant Opo6peno: Menemxkep / PyKoBoaAHTENb
T A G Manoj Kumar e o

P Douo- o=
Reprint Date / Reprint Date / Reprint Date /-
Jara: 07.03.2023 Harta: 07.03.2023 Hara: 07.03.2023

srabad - 500034, Telangrna, India

nail: mail@drreddys.com

wrw,drreddys.com



