Dr.Reddy’s ‘,’:‘

Dr. Reddy's Laboratories Ltq
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sclan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIU3A

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

IMpoayxt: Ketopon® Dkenpecc (ketoponak) TabneTku, AMCNEPrUpyeMbIE B TONOCTH pTa, 10 Mr

Batch No / 1 V2202286 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O6bemM cepun 36,00,000 Tab
Analytical Report No / : 890001626340 Date of Analysis / : 09.11.2022
AHanuTHveckHii oTyer Ne Jara anannza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jara nponsBoacTBa T'open o

Analysis performed according ND / Ananus nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Pagelof 7/Crp. 1 m3 7

No
Ne

Test / IToxasaTtens

Results / Pe3ysabTaThl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnbie, miockue
TabneTky ¢ ackoii, cBeTIO-
KENTOTO LIBETA C TPAaBHPOBKOM
«I» Ha ofiHO} cTOpoHe.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnble, miockue Tabnetku ¢ packoi,
CBETJIO-JKEJITOTO 1IBETa C IPAaBHPOBKOIA
«l» Ha ogHOM CTOpOHE.

Identification / [ToonnuHHOCTL

Ketorolac / Kemoponak

a) ByuUv/
V®-cnextpodoromerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTphl
MOTTIOIEHHU UCTIBITYEMOTO pacTBopa U
pacTBOpa  CTaHBapTHoro  obpasua
KETOpOJIaka TpPOMeTaMHHA  [JOJDKHEI
HMETb MaKCUMYMBI ITIPU OOHOM ¥ TOM K&
IJTVHE BOJHEI (& 2 HM).

Remarks: The Product conforms to ND/
[Ipumeyanue: ITponykT coorsercTByet Tpe6opanmam HJT

Conclusion: APPROVED /
3akmouenne: OJJIOBPEHO

Ilata: 09.11.2022

Hara: 09.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: Ankit [posepeno: Pardeep Kumar Onobpeno: Menemxep / Pygosoautelis

/ Kusum Lata R e
Reprint Date / Reprint Date / Reprint Date /

Tlarta: 09.11.2022

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

CIN: L.85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDI A
Tel : +92 98166 56001-02
www.drreddys.com

CEPTUPHUKAT AHAJIU3A

&0

Ipogykr: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (keToponak) TabseTky, AMCIeprupyeMble B nojaocty pra, 10 mr

Batch No / ¢ V2202286 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06nem cepun 36,00,000 Tab
Analytical Report No / : 890001626340 Date of Analysis / 09.11.2022
AHanuTHYecKHH oTyeT Ne JlaTa anaau3za

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Hdara npon3zBoacrea I'onen no

Analysis performed according ND / Anann3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel or 27.12.2021)

Page2of 7/Crp. 2 n3 7

No

Test / [loka3arennp
No

Results / PesynbTaTsl

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 ynepxuBaHus
OCHOBHOTO DHKa Ha XpoMarorpamme
HCHBITYEMOTO  pacTBopa  JOJKHO
COOTBETCTBOBATE BpPEMEHH
YAEpXKUBAHUS OCHOBHOTO MHMK2a Ha
XpoMarorpamme pacTtBOpa
cTaHgapTHOro obpa3ua KeTopoJiaka
TPOMETaMHHa (pa3znen

«KonuyecTBeHHOE OHPGL[CJ]CHHC»).

Remarks: The Product conforms to ND/

[Ipumeuanue: IpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3axmouenue; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosnero: Ankit & Ipoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosonurens
Qf’_’ Kusum Lata ‘k?’ 2 —

Reprint Date / Reprint Date / Reprint Date /

Jara: 09.11.2022 Jara: 09.11.2022 Hara: 09.11.2022

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




Dr.Reddy’s Q,’:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan; H.P.,, 173 205, INDiA,
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPHNKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoxyxT: Ketopon™ Dkernpece (keToposak) TabaeTk, AMCnepripyembie B NoNocTH pra, 10 Mr

Batch No / 1 V2202286 Batch Quantity / : 36,00,000 tab/
|Cepus Ne O06Bem cepun 36,00,000 Tab
Analytical Report No / : 890001626340 Date of Analysis / 09.11.2022
AnamTHYecKkHit oTyer No Jlara auaansa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npoussoacrea Fogen no

Analysis performed according ND / Auanans nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

e

Page3 of 7/Crp.3 n3 7

1;.00 Test / IlokasaTens Results / PesynbraThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopauunocTs butylhydroxyanisole peaks on the
Oy THIATHAPOKCHAHH30JI 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 ynepxuBaHMs
NUKOB  2-OyTHUITMAPOKCHAHM3ONA |
3-6yTHITHAPOKCHaHN30Ia Ha
XpoMmarorpamme UCITBITYEMOI O
pacTBopa [JO/KHBI COOTBETCTBOBATh
BpeMeHaM YIEpXKUBAHHA ITUKOB
2-6yTWITHAPOKCHaHU30/1a u
3-6yTWIrHIPOKCHAHU30A Ha
XpoMarorpaMmme pacTBopa
CTaHJAPTHOTO obpasua
OyTWITMIPOKCHAHM301a (pa3nen
«Coneprxanue
OyTMITHIPOKCHAHM30IIAY).
4 Average weight / Cpenusin 71.2mg/ 71.2 mr 67.2 mg to 72.8 mg (70:.0 mg + 4.0 %). /
Macca : OT1 67,2 Mr o 72,8 Mr (70,0 Mr £+ 4,0 %).

Remarks: The Product conforms to NI/

[Ipumeuanue: IlpogykT coorsercreyer Tpeboranuam HJT

Conclusion: APPROVED /
3aknouenne: OJIOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoarorosneno: Ankit Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoauress
_/.-/ d f_, Kusum-Lata AN\y£L -

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.11.2022 Hata: 09.11.2022 Hara: 09.11.2022

Registered Nffice: 8-7.237 Raad N 2, Ranjara Hille, Hydorahad 500034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TabneTkn, Ancneprupyemble B 1oa10cTy pra, 10 mr

Batch No / 1 V2202286 Batch Quantity / : 36,00,000 tab /
Cepns Ne Ob6bem cepun 36,00,000 T26
Analytical Report No / : 890001626340 Date of Analysis / 09.11.2022
AnpanurudeckHi oruer No JiaTa ananxusza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npoussoacTsa T'onen no

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page4of 7/ Crp. 4 u3 7

iﬂo Test / [loka3zareib Results / PeayabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Gomee + 10 %
2/20 Tabnerok — He 6onee £ 20 %
5 Disintegration time / 28 sec /28 cek Not more than 3 min / He 6onee 3 MuH
Pacnajgaemocthb
6 Dissolution / PacTBopenme Unit-1 / Tabn-1 105% | Not less than 75% (Q) of
. Ci15H13NO3+C4H | 1NO; (ketorolac
Wit 2 § 15 2 LIEH2, tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*C4HiiNO3
) . (keToponaka  TPOMETAaMHH)  4epe3
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Ta6x-5 103%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JMcriepcHOCTH 710 pm sieve is formed. / ObpasyeTcs
OJHOPOXHAs CYCHEH3Us, NPOXOAALIas
CKBO3b CHTO C Pa3sMepOM OTBEPCTHMI
710 MKM.

Remarks: The Product conforms to ND/

ITpumeuanue: IIponyxT coorsercTByeT Tpebopanusam HJT

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroeneno: Ankit & IIposepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBoanuTens
Kusum Lata &(ﬁé} -

Reprint Date / Reprint Date / Reprint Date /

Jara: 09.11.2022 Jata: 09.11.2022 Jara: 09.11.2022

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¢

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpece (keToposiak) TabAeTKH, IMCTIEPrupyeMble B MOJIOCTH PTa, 10 mr

Batch No / : V2202286 Batch Quantity / : 36,00,000 tab /
| Cepus Ne Oo0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001626340 Date of Analysis / 09.11.2022
AHaanTudecKHi oTyeT No JlaTa anaausa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa nponsBoicTBa T'onen mo

Analysis performed according ND / Apanus nposenen no HJU:

JITI-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

Page5of 7/Cip. Sn3z 7

8 Related impurities / PoacTeennple npumecu

ketorolac 1-hydroxy analog /
1-ruapokcuaHaior
KeTopoJiaka

Not Detected

ketorolac 1-keto analog/
1-keToaHaNoT KETOpOJIaka

0.03 %

Any unidentified impurity /
eIMHUYHas
HeHNeHTUPUUUPOBAHHASL
NpUMeCh

0.05%

Not more than 0.5 % / He Gonee 0,5 %

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

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

Total impurities /
CyMMa npumeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Bona

1.9 %

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTraTo4uHbIe OpraHM4ecKHe pacTBOPHTEH

Isopropyl alcohol /
UsonponaHon

4 ug/tab / 4 mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mxr B TaONeTKe

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoRyKT cooTBETCTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3axmoyenue: OJJOBPEHO

Hara: 09.11.2022

Jlarta: 09.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Ankit [Tposepeno: Pardeep Kumar Onobpero: Meneukep RYKOBOAUTEITH

P\_ 2 [ Kusum Lata N SR~ o—
Reprint Date / Reprint Date / Reprint Date /

Jara: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85185AP1984PLC0O04507

www.drreddys.com




Do Dr. Reddy’s Laboratories Ltg.

’ ‘. Formulation Unit-6
Dr' Reddy S '. Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  yuw.drreddys.com

- CEPTUPHKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poayxT: Ketopon® Dkcnpecc (keToponak) TabneTkH, AUCTIeprupyemblie B NMoJIOCTH pta, 10 mr
Batch No / 1 V2202286 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6pem cepuu 36,00,000 tab
Analytical Report No / : 890001626340 Date of Analysis / : 09.11.2022
Axajgutnyecknii oTyer Ne Hara amannza
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jlarta npousBojacTBa T'onen o
Analysis performed according ND / Ananuz mposeaes mo H/:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 m3 7

11 | Microbial enumeration tests / Mukpo6Gnosiornyeckas yucToTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee uuciio : He 60nee 1000 KOE/r
a3po6HBIX MUKPO-

OpraHu3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r

YUCITO JPOXIKEBBIX U
TUIECHEBBLIX IpuboB

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBMEB 1 T

12 | Uniformity of dosage units / 4.7 Acceptance value (AV) not more than
OaxopoaHoCcTh 15.0 / Ilpuemounoe 3Ha4eHne (AV) He
AO3HPOBAHHSA 6onee 15,0.

13 | Assay/ KoanuecrBeHHOe - 10.2mg/10.2 Mr From 9.0mg to 11.0 mg of
onpejeaeHHe (101.5%) C15sH1aNO3*C4H[NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
1 1,0 Mr C15H13NO3°C4H11N03
(xetoponaka tpomeramuH) (ot 90,0 no
110,0 % ot 3ajBJICHHOTO KOJIUYECTBa) B

TabneTke
14 | Butylhydroxyanisole : 0.0973 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanne 0.0973 mr B TabneTke He menee 0,042 mr B TabneTke
6yTHJ]FH[lpOKCPlaHH30.ﬂa
Remarks: The Product conforms to ND/ : Conclusion: APPROVED /
Ipumeuanue: [poaykT cooTBeTcTBYET Tpebobanmam HJI 3axnwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit ' IIpoBepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoantens
&/ ob Kusum Lata s>_‘§>2 =
Reprint Date / Reprint Date / Reprint Date /
Jara: 09.11.2022 Hara: 09.11.2022 Jara: 09.11.2022

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



q.. Dr. Reddy's Laboratories Ltd.

’ °@® Formulation Unit-6

Dr. Reddy S '. Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDHKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon™ Dkenpece (keToponak) TabneTky, AUCIeprupyeMble B NOTOCTH P14, 10 mr
Batch No / : V2202286 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0beM cepHn 36,00,000 Tab
Analytical Report No / : 890001626340 Date of Analysis / : 09.11.2022
AnanaTndeckuii oTyer Ne Hata ananusa
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jara nponsBoacTBa T'onen no
Analysis performed according ND / Ananns nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel or 27.12.2021)

Page 7 of 7/ Cip. Tuz 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. / Ilo 10 Tabnertox B
information leaflet in a carton | GmucTrepe u3 (MTA/ATVITD c
pack. / Ilo 10 tabnetok B | Braronornorutenem/I19BII) doneru  //
6macrepe m3  (TA/AJVIID ¢ | (IID/AJ]) gomsru. o 1 win 2 6nucrepa ¢
snaronoriotrurenem/[I3BIT) MHCTPYKLMEH MO NPUMEHCHHIO B IAYKY
tdoneru // (TIS/AJT) doneru. [lo | KapTOHHYIO.

2 6nucTepa ¢ BHCTPYKLHEHR MO

TIPIMEHEHUIO B naukKy
KapTOHHYIO.

16 | Labeling / MapknpoBka According to ND / B cootseTcTBuM ¢ HJ|

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boiine 25 °C.

XpaHenue

18 Shelf life / Cpok rognocTn 2 years / 2 roza

* 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 BbIIYCKe JIEKAPCTBEHHOro Npenapara KOHTPOJIb KauecTBa MO NoKa3aTeJio
«MHKpPOOHOIOrHYecKast YMCTOTA) NPOBOXHTCS ISl KKA0H 20-01 cepru, HH st OTHO¥ cepHH B Ioj,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNNT PaHbIe.

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

[pumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJT 3axmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMomrotosnero: Ankit /) IpoBepeno: Pardeep Kumar Ono6peno: Mernemxep / Pykosoaurens
C P\/ — J Kusum Lata “&Q/

Reprint Date / Reprint Date / Reprint Date /

Jara: 09.11.2022 Hara: 09.11.2022 IMara: 09.11.2022

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.com
CIN: L85195AP1984PLC004507
www.drreddys.com



