Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOHUKAT AHAJM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Ketopon" Bkenpecc (keroponak) TabneTky, Jucreprupyemsie B mosocTy pra, 10 Mr

Batch No / 1 V2202102 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0vem cepumn 36,00,000 Tab
Analytical Report No / : 890001623187 Date of Analysis / 29.10.2022
AHajguTH4ecKHii oTyer No Jara ananuza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npou3BoacTBa I'onen mo

Analysis performed according ND / Ananus nposegen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page 1 of 7/Crp. 1 uz 7

V®-cnekrpodoTomMeTpus

No . :
Ne Test / [lokaszaTeanb Results / PesynbsraTst 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. / Kpyrnbie, niockue Kpyravle, nnockue Tabnetku ¢ hackoi,
TabneTky c hackoii, cBeTNO- CBETJIO-KEJITOFO LIBETA C IPaBUPOBKOI
XKEJITOro LIBETa C rpaBUpOBKOM «l» Ha oHOI cTOpOHE.
«I» Ha ozHOIf cTopoHE.
2 Identification / IfopnunnocTs
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®-cnekTpsl
NOMJIOLIEHHS HCTIBITYEMOTO pacTBopa 1
pacTBopa  cTaHmapTHoro  ofpasia
KETOpOJiaka TpPOMETaMUHA  AOJIKHEI
UMETb MaKCUMYMEI TIIPU OIHON U TOH ke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanwue: Ilponykr cooTsercTByet TpeboBanusm HJT

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
Iloarotoeneno: Ankaj Verma

4

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosoaurens
Amit Kumar .,_.::’_\:;_,f-

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Hata: 29.10.2022

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: L85135AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegratag Tablets 10 mg
Mpoayxr: Keropon” Drenpece (keroposak) Tadierkil, ANCIEpPrupyemMsIe B N0J0CTH pra, 10 mr

Batch No / 1 V2202102 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61bem cepun 36,00,000 Tab B
Analytical Report No / : 890001623187 Date of Analysis / 29.10.2022
AHaJuTHYEeCKHH 0TueT Ne dara ananmza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

HJaTta npousBoacrea Toaen go

Analysis performed according ND / Auanus nposeaen no HJI;
JITI-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel ot 27.12.2021)

Page2of 7/ Crp. 2 u3 7

No

Test / [Toka3zaTenn
Ne

Results / Pe3yabTaThi

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 ymepxuBaHus
OCHOBHOIO [MMHK2 Ha XpoMaTorpamme

UCIBITYEMOIO  pacTBopa  HOJDKHO
COOTBETCTBOBATh BpeMeHH
yIOEpXUBaHUA OCHOBHOrO TNHMKa Ha
XpoMarorpamme pacTBopa
CTaHJapTHOro ofpaslia KeTopoJlaka
TpOMeTaMHHa (paznen

«KonuuecTBeHHOE onpeneneHuey).

Remarks: The Product conforms to ND/
Ilpumeuanue: [poaykr cooTseTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Sakmouenne: OJOEPEHO

Hara: 29.10.2022

Hara: 29.10.2022

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

INoarororneno: Ankaj Verma ITposepeHno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBoaurenb
h,/ : § Amit Kumar A";’}/—-—;’,—

Reprint Date / Reprint Date / Reprint Date / !

Jlata: 29.10.2022

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
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CEPTHOUKAT AHAJIM3A

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

JITT-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Ipoaykr: Ketopon" Dkenpece (keroponak) Tabnerku, Aucneprupyemble B noaocty pra, 10 mr
Batch No / : V2202102 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nemM cepuu 36,00,000 Tab
Analytical Report No / : 890001623187 Date of Analysis / 29.10.2022
AnaJuTHyeckuil oryer Ne HJara ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jata npou3sBoacTea Topen no

Analysis performed according ND / Auanus nposenen no HJI:

Page3 of 7/Crp.3mu3 7

i:) Test / [lokazaTenn Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTB butylhydroxyanisole peaks on the
Oy THJATHIPOKCHUAHU30JT 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 ynepxuBaHus
MUKOB  2-OyTMNIMIPOKCHAHU30/A U
3-6yTUNTHOPOKCHAHU30Ia Ha
XpOMaTorpaMmme UCTIBITYEMOTO
pacTBopa JOJDKHBI  COOTBETCTBOBATH
BpeMeHaM yAepKHMBaHUS MHKOB
2-0yTUITHAPOKCHAHU30J1a U
3-0yTUIrHAPOKCUAHM301a Ha
XpoMaTorpamme pacTBopa
CTaHAapPTHOTO obpasia
6YTUNTHIPOKCHAHH30 12 (paznen
«ConepxaHue
6yTUNrIAPOKCHAHH30JIan).
4 Average weight / Cpennsin 70.3 mg/ 70.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca OT167,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/

[Ipumeuanue: Ilponykr cootercrByer TpeGosanuam HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
TTaprorornern: Ankaj Verma

A

Checked by /
ITponnpenn: Pardecp Kumar

L

Approved by: Manager/Executive /
QuobpcHo: McHemkep / MyropoauTeny

Amit Kumar N
A=

Reprint Date /
Jata: 29.10.2022

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Jara: 29.10.2022

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
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CEPTUNOPUKAT AHAJIN3A

(3}

Hpoaykr: Ketopoi

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okenpece (keToponak) TabNeTKH, AMcneprupyemMble B nonocty pra, 10 mr

Batch No / : V2202102 Batch Quantity / : 36,00,000tab/
Cepus Ne O6bem cepun 36,00,000 Ttad
Analytical Report No / : 890001623187 Date of Analysis/ 29.10.2022
AHaauTnyeckuii oryer Ne |MaTa ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

Jara npounsBoacTBa I'onen no

Analysis performed according ND / Ananu3 nposeaes no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Paged4of 7/Crp. 4u3 7

NNQO Test / IlokazaTesb Results / PesynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHopoaHOCThL Macchl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He 6onee + 10 %
2/20 tabnetok — He bonee + 20 %
5 Disintegration time / 23 sec /23 cex Not more than 3 min / He 6osee 3 MuH
Pacnagaemoctnb
6 Dissolution / PacTeopeHue Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
R CisH13NO3+C4H;1NO3 (ketorolac
= - 0,
Binii=2y/MhEON=2 1Ol tromethamine) in 15 min / He MmeHee
Unit-3 / Ta6a-3 99% 75 % Q) Ci1sH13NO3*C4H11NO3
. . (xeToponlaka  TpOMETaMMH)  4epe3
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 102%

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

HucnepcHocTb 710 pm sieve is formed. / Obpazyercs
ONHOpPOJIHAs CYCINEH3HA, POXOJALIasn
CKBO3b CHTO C pa3zMepoM OTBEPCTUH
710 MKM.

Remarks: The Product conforms to ND/

Ilpumeuanne: Ilponykr cooTBeTcTBYeT TpeboBanusm HJ

Conclusion;: APPROVED /
3akarwuenune: OJOBPEHO

Prepared by /
[Toprororneno: Ankaj Verma

A

Checked by /
HposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosogurens

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Hara: 29.10.2022

Reprint Date /

Hara: 29.10.2022

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
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Formulation Unit-6
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CEPTUDPUKAT AHAJM3A

e

Ilpoayxr: Kertopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
JKkenpecc (KeTopoJiak) TabaeTku, AMCNeprupyeMble B NOJoCTH pra, 10 mr

Batch No / : V2202102 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06bem cepuu 36,00,000 Tab
Analytical Report No / : 890001623187 Date of Analysis / 29.10.2022
AHanuTH4YeCKUI oTYeT No JlaTa ananu3za

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jlara npou3BoACcTBA T'onen no

Analysis performed according ND / Anannz mpoeenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

PageSof 7/Crp. Suz 7

8 Related impurities / PoacTeeHHble npuMecn
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-runpokcuananor
KeTopoJaka
ketorolac 1-keto analog/ 0.02 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor KeTopoiaka
Any unidentified impurity / 0.05% Not more than 0.5 % / He 6osee 0,5 %
€ IMHIYHAs
HeuIeHTUUIIMPOBaHHAS
NpUMecCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceii
9 Water / Bona 2.0% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHn4YecKue pacTBOPUTETH

Isopropyl alcohol /
Hzonponanon

2 pg/tab / 2 MKr B TabaeTke

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

Remarks: The Product conforms to ND/
IIpumeuanue: IlponykT cootBeTcTBYET TpebOBaHMaM HJT

Conclusion: APPROVED /
3aknouyenune: OJJOBPEHO

Prepared by /
Iloarotosneno: Ankaj \Germa

/K-

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemwkep / Pykosoautens
Amit Kumar o N—

= A- /

Reprint Date /
JlaTa: 29.10.2022

Reprint Date /
MHara: 29.10.2022

Reprint Date /
Jara: 29.10.2022

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
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon" Dkenpece (ketoposak) TabieTku, AMCneprupyemMsie B MoJocty pra, 10 mr

Batch No / : V2202102 Batch Quantity / : 36,00,000 tab /
Cepua Ne Obbem cepun 36,00,000 Tab
Analytical Report No / : 890001623187 Date of Analysis / : 29.10.2022
AHanuTHYeCKHH oT4HeT Ne JaTa aHau3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JaTa npou3BoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen nmo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / Mukpo6uosioruieckast yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Oburee yucno He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHn3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO APOXOKEBBIX U
NJIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHEe B 1 1
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / IIpuemouHoe 3HayeHue (AV) He
103UpOBAHMSA 6onee 15,0.
13 Assay / KosqinuecTBeHHOe 10.0 mg / 10.0 Mr From 9.0mg to 11.0 mg of
onpenaejJeHHe (99.9%) CisH13sNO3*C4H | INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 Mr C15H|3NO3'C4H1 1NO3
(ketoponaka tpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOTO KOJM4ECTBa) B
TabneTke
14 Butylhydroxyanisole 0.0917 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0917 mr B TabaeTke He menee 0,042 mr B TabneTke
OyTHJITHAPOKCHAHH301A

Remarks: The Product conforms to ND/
[Tpumeuanue: Ipoaykr cooreTcTBYET Tpebosanusam HJJ

Conclusion: APPROVED /
3axmouenne: QJJOFPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens

IMoarotoeneHo: Ankaj Ve na [Iposepeno: Pardeep Kumar
/ﬁ:.j/.f oﬁ————' Amit Kumar [\J: N
= I
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.10.2022 Jara: 29.10.2022 Jara: 29.10.2022

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:

CIN: L85195AP1984PLC004507
www.drreddys.com

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Ketopon® Dkcnpece (keTopoJak) TabneTku, AMCneprupyeMble B MoaocTy pra, 10 mr

Batch No / 1 V2202102 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06bem cepuu 36,00,000 Tabd
Analytical Report No / : 890001623187 Date of Analysis / 29.10.2022

| AHAJIHTHYECKHH oT4er Ne JaTa anannsa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npousBoAcTBa Tonen 10

Analysis performed according ND / Ananun3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 7of 7/Crp. Tusz 7

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetox B
6auctepe u3s  (ITA/AJVIID ¢
Bnaronornorurenem/T12BIT)

donsru // (I15/AJT) donbru. o

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil / (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Tlo 10 TabneTtok B
6nucrepe u3 (ITA/AJVTID c
BnaronorjoruteneM/I19BI1) donbru //
(IT3/AJ1) donbru. Mo 1 wnu 2 Gnucrepa ¢
WUHCTPYKLHER TIO MPUMEHEHMIO B Nadky
KapTOHHYIO.

2 6nucTepa ¢ MHCTPYKUHMEH Mo
NPUMEHEHHUIO B nauky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsetcTBuU ¢ H]T

Xpanenue

17 | Storage conditions /

Below 25 °C. / Ilpu Temneparype He Bbille 25 °C.

18 Shelf life / Cpok roaHocTn

2 years / 2 roga

* 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.

* JIpu BbIMyCKE JIeKAPCTBEHHOI0 NPenapara KOHTPOJIb KAYecTBA M0 NOKA3aTe 10
«MMKpoOHOJOrHYecKas YUCTOTA» NMPOBOAUTCH IJIs Kaxnoii 20-0if cepun, WM JJIsl OJHON CEPUH B I'of,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT paHbIlle.

Remarks: The Product conforms to ND/
IMpumeuanue: Ilponykt coorBeTcTBYET Tpeboanusm HJI

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
[loaroroeneHo: Ankaj V

Checked by /
ngma ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosonurens

/ﬂ/ of»—/ Amit Kumar [_&f}?

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Hara: 29.10.2022

Reprint Date /
Hara: 29.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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