Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltg.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon” Dkenpece (keroponax) Tabnerku, AucneprupyemMple B nonoctu pra, 10 mr

Batch No / : V2201658 Batch Quantity / : 36,00,000 tab /
|Cepusn Ne O6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001608961 Date of Analysis / : 18.08.2022
AHanutHyeckMii oTyer No Jara anamza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Hara npousBoacrea T'oxen po

Analysis performed according ND / Ananns nposenen no HJI:
|JII1-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel or 27.12.2021)

Pagelof 7/Crp.1m3 7

No

«l» Ha oxHO# cTopoHe.

No Test / [TokasaTenn Results / PesynbTaThi Specification / Hopma

1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrusie, nnockue Kpyrisie, nockue tabnerku ¢ dackoii,
TabreTku ¢ GackoH, ceeTio- CBETIIO-XKEJITOTO LBETA C IPABMPOBKOIA
XKENTOrO LIBETA C IPaBMPOBKOIT «!» Ha oHOIt cTopoHe.

2 Identification / [ToaaunHoCcTH

Ketorolac / Kemoponax

Y®-cnexrpodporomeTpus

a) ByUvV/ Complies / CooTseTcTByeT UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cnektps
TIOTTIOIEHHS HCILITYEMOTrO PacTeopa M
pacTBopa  cTamaapTtHoro  ofpasia
KeTOpoJiaka TpOMETaMWHa OOJIKHbI
HUMETh MaKCHMYMBI NIPH OIHOM U TOH e
IUTHHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Tprmeyanue: [TpoaykT cooTBeTcTBYET TpebopanmsiM HJT

Conclusion : APPROVED /
3aknouenne: OJIOBPEHO

Prepared by / Checked by /
IMonroroeneno: Ankit

Approved by: Manager/Executive /

[IposepeHo: Pardeep Kumar Onobpeno: Menenyep / Pykoomuresns

O gl N
Reprint Date / Repiint Date / Reprint Date /
Hara: 18.08.2022 Hara: 18.08.2022 Jara: 18.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN- 1 85195AP1984PLCO0A507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formuiation Unit-6

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

CEPTHOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg _
Ipoayxr: Keropon™ Dkenpece (ketoponak) tabnerky, Avcreprupyemble B moaoctu pra, 10 mr

Batch No / : V2201658 Batch Quantity / : 36,00,000 tab/

Cepusi Ne O6Bem cepun 36,00,000 Tab

Analytical Report No / : 890001608961 Date of Analysis / 18.08.2022

AHanuTHYecKH oTyeT No Jara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
‘|MaTa npousBoacTBa I'open no

Analysis performed according ND / Auanuns nposexen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

|

Page2 of 7/ Crp. 2 u3 7

No

No Test / Moxaszarens

Results / PesynnraThl

Specification / Hopma

b) By HPLC / BOXXX

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 ynmepxuBanus
OCHOBHOTO [HMKa Ha XpOMaTorpamMme
UCMBITYEMOTO ~ pacTBOpa  AOJIKHO
COOTBETCTBOBATH BpPEMEHH
YOEPXHUBAHUs OCHOBHOTO [MKAa Ha
XpoMmaTorpamme pacTBopa
CTaHIAPTHOTO KeTopoJaKa
TpOMETaMHHa (pazmen
«KonuyecTBeHHOE OnpeneeHHey). J

obpasia

Remarks : The Product conforms to ND/
[pumeuanue: TlponykT cootseTcTByeT TpeGoBanmsam HJ

Conclusion : APPROVED /
3axkaouenne: OJJIOBPEHO

Hara: 18.08.2022

Hara: 18.08.2022

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

IToaroroeineno: Ankit IIpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoautens
/| : Amit Kumar f -

Reprint Date / Reprint Date / Reprint Date /

Jara: 18.08.2022

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ xenpece (KeToponak) TabaeTki,

AMCTIEprHpYeMbIE B 10J0CTH pTa, 10 mr

]

Batch No / : V2201658 Batch Quantity / : 36,00,000 tab /
|Cepusa Ne O6rem cepun 36.00,000 Tab
Analytical Report No / : 890001608961 Date of Analysis / 18.08.2022
AHanuTHYecKHit oTyer Ne _ Jdara anammia

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Hata npoussoacrea Tonmen no

Analysis performed according ND / Anasnz nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nuamenenne Nel ot 27.12.2021)

Page3 of 7/Crp.3 uz 7

Mo

Test / IlokazaTe/n

Results / PesyanTartei

Specification / Hopma

Ne

3 Identification Complies / CooTseTcTayer The  retention  times of 2.
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuuuocTL butylhydroxyanisole peaks on the
OyTuIrHApOKcHaHM30 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 ymepxuBaHHs

NHKOB  2-OyTUNTHOpDOKCMAHM3ONA M
3-6yTWIrHIpOKCHAaHU30MA Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBopa JIOJDKHBI  COOTBETCTBOBATH
BpeMeHaMm YIAEPKUBAHHUS IIMKOB
2-6yTHITHAPOXCHAHU30NA U
3-6y TMITHAPOKCHAHHU30MA Ha
XpomMarorpamme pacTBopa
CTAHNAPTHOrO obpasua
OyTHArHApOKCHAHH30)Ia (pasaen
«Conepxanue

OyTHIrHApOKCHaHU30MaY).

4 Average weight / Cpeanss
Macca

69.1 mg/ 69.1 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
0167,2 Mr o 72,8 Mr (70,0 Mr+4,0 %),

Remarks : The Product conforms to ND/
Ipumeyanue: Mponykr COOTBETCTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axnoyenne: OJJIOBPEHO

Prepared by /
Iloarotorneno: Anki t—~

Checked by /
Iposepeno: Pardeep Kumar

A”T}

Approved by: Manager/Executive /
Onobpeno: Mene
Amit Kumar

ep / PykoBoauTens

AN
T

Reprint Date / .
Jara: 18.08.2022

Reprint Date /
Mara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

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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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

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon" Bkenpece (ketoponak) tabneTin, AucneprupyemMslie B MonocTy pra, 10 mr
Batch No / : V2201658 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61em cepun 36,00,000 tab
Analytical Report No / : 890001608961 Date of Analysis / 18.08.2022
AHBauTHYeCKHil 0TyeT No Jara anannsa
Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Hara npoussoicrea Togen 1o
Analysis performed according ND / Auanus nposenen no HJI;
JIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.202 1)

Page4 of 7/ Crp. 4 n3 7
i.oo Test / Noka3zatenn Results / PesynbTaTsl Specification / Hopma

Uniformity of weight /
OaHoponHocTL Macehbl

Complies / CooTseTcTRYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 rabnetox — He 6omee + 10 %
2/20 tabnerox — He 6onee + 20 %

5 Disintegration time /
Pacnagaemocrn

18 sec /18 cex

Not more than 3 min / He 6onee 3 Muu

6 Dissolution / PacTeopenne

Unit-1/ Ta6n-1 104%
Unit-2 / Ta6bn-2 94%
Unit-3 / Ta6n-3 102%
Unit-4 / Tabn-4 99%
Unit-5 / Ta6n-5 95%
Unit-6 / Tabn-6 101%

Not less than 75% (Q) of
Ci5sH13NO3+C4H; INO; (ketorolac

tromethamine) in 15 min / He Menee

75 % (Q) C15H13NO3'C4H11N03
(keTopomaka  TpoMerammH)  uepes
15 mMuH

Fineness of Dispersion/
JucnepcHocTs

Complies / CootBeTcTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pasyeTcs
OHHOPOJHAA CYCMEH3HA, MPOXOIAILASL
CKBO3b CHTO C pPasMEpPOM OTBEPCTHIA
710 MKM.

Remarks : The Product conforms to ND/
lpumeuanue: [lpoaykr coorserctsyer TpeGoBanusam HJT

Conclusion : APPROVED /
3aknouenne: OJIOBPEHO

Prepared by /
IMoarororneno: Ankit

(3

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwkep / Pykosoaurens
Amit K o -

umar :’\:;,

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Hara: 18.08.2022

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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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIU3A

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

[Mpogyxr: Ketopon™ Dkcnpece (keToponak) Tabnerku, AUCIIEPrupyEMBI€ B 10J0CTH pra, 10 mMr
Batch No / ¢ V2201658 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6nem cepun 36,00,000 tab
Analytical Report No / : 890001608961 Date of Analysis / : 18.08.2022
AHanuTHYecKHii oTyer No Hdara ananmsza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul2024
Hata npoussoacrea I'ogen o

Analysis performed according ND / Ananus npoeegen mo HI:

@1—004929-011119 (amend Nel from 27.12.2021 / namenenne Not ot 27.12.2021)
Page50of7/Crp.5n3 7

8 Related impurities / PogcTeennnie npumecu

ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcuananor
KeTopoJjiaka

ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6osnee 0,5 %
1-keToananor keToponaka

Any unidentified impurity / 0.05% Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHas ’

HeHAeHTHDUUMpPOBaHHASA
IIpUMECh

Total impurities / 0.1% Not more than 1.0 % / He 6osnee 1,0 %
Cymma npumeceii

9 Water / Boaa 3.2% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaToumnie OpraHuYecKMe pacTBOPUTENH

Isopropyl alcohol / 4 pg/tab / 4 Mkr B TabneTke Not more than 350 pg/tab /

Hsonponaunon He 6onee 350 mkr B Tabietke
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [MpoaykT COOTBETCTBYeT TpeboBanuam HJ| 3axmouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Anklt@ ITposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosonurens

6 Amit Kumar ‘}&":/\(;/

Reprint Date / Reprint Datc / Reprint Date /
Jara: 18.08.2022 Jara: 18.08.2022 Jara: 18.08.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hilis, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +5S1 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1584PLC0O04507
www.drreddys.com



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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
pomyxr: Keropon™ Okenpece (ketoposiak) TabieTk, AWCNEprupyemsle B Monocty pra, 10 mMr

Batch No / : V2201658 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6bem cepun 36,00,000 tab
Analytical Report No / : 890001608961 Date of Analysis / : 18.08.2022
AnannTudecknii oryer No JaTta anamusa :

Date of Manufacture / > Aug.2022 Date of Expiry / Jul.2024
Hara npoussoacrea I'ogen no

Analysis performed according ND / Auanns nposeaen no HI:
|JI11-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 u3 7

[ 11 Microbial enumeration tests / Mukpo6Guonoruyeckas 4YHCTOTa* N
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O6uiee yncmo Menee 10 KOE/r He 6onee 1000 KOE/r
a9pOBHBIX MUKPO-
OpPraHHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r
HHCIIO NPOXOIKEBBIX H
IUTECHEBBIX MPUGOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OrcyrcTyer Otcyrcteue B 1 1
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
Onnopoanoctn 15.0 / Tipuemounoe 3nauenue (AV) ne
N03UpoBaHHus 6oxnee 15,0,
13 Assay / KoimdecteenHoe 10.0 mg/ 10.0 mr From 90mg to 11.0 mg of
onpenxejeHne (99.5%) CisHiz3NO3+C4H}NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr 10
1 !,0 MI C;jH]}NO;,'C4H| |N03
(keToponaka Tpomeramun) (or 90,0 mo
110,0 % ot 3asBnenHoro KOJIMYECTEa) B
Tabnerke
14 | Butylhydroxyanisole 0.0985 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0985 Mr B Tabnerke He menee 0,042 mr 8 Tabnerxe
OyTHArHADPOKCHAHM302

Remarks : The Product conforms to ND/

[Tpumeyanne: [Tponykr CooTBETCTBYET Tpeboranuam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
Ilogrorosneno: Ankit

(A

Checked by /
Ilposepeno: Pardeep Kumar

=L

Amit Kumar

Approved by: Manager/Executive /
Onobpeno: Menexep / Pykoropurens

\
e

Reprint Date /
MHara: 18.08.2022

Reprint Date /
Jlara: 18.08.2022

Reprint Date /
Mara: 18.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hilt
Tel: +91 40 4900 2900, Fax: +91 40 4300 2
CIN: L85195AP1984P1CO04507

www.drreddys.com

s, Hyderabad - 500634, Telangana, India
999, Email: maii@drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpecce (ketoponak) Tabnerk, AMCHEPrupyeMbIe B MOJOCTH pra, 10 Mr

Batch No / : V2201658 Batch Quantity / : 36,00,000 tab /
Cepus Ne Obbem cepun 36,00,000 Ta6
Analytical Report No / : 890001608961 Date of Analysis / 18.08.2022
AHanuTHYecKkuii oTuet Ne Jara anannza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npoussoacTea T'ogen go

Analysis performed according ND / Aganns uposenen no HI:
|JIIT-004929-011119 (amend Nel from 27.12.2021 / n3merenue Nel ot 27.12.2021)

e |

Page 7of 7/ Crp. 7 n3 7

15 | Package/ ¥nakopka 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. / 1o 10 rtabnetox B
information leaflet in a carton 6nuctepe n3 (IA/ATUITD c
pack. / Tlo 10 Tabnerox B Braronornoturenem/II3BIT) doneru /
Gmuctepe w3 (TTA/ATUIID ¢ (IT3/AJT) dosbra. o 1 wiu 2 6nucTepa ¢
Bylaronornoturenem/II2BIT) MHCTPYKLHUEA N0 MPUMEHEHHIO B HadKy
Goneru // (ID/AJ1) donsru. Ilo KapTOHHYIO.

2 6aucTepa ¢ MHCTPYKIHEH IO
NIPUMEHEHUIO B AauKy
KapTOHHYIO.
16 | Labeling / Mapkuporka According to ND / B cootsetcTBuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype ke Bbime 25 °C.
Xpandenne
18 Shelf life / Cpok roquocrn 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.
* Ilpu BBIIyCKe JIEKAPCTBEHHOrO Ipenapara KOHTPOJIb KaYeCTBa M0 HOKA3ATENI0

«MuKpo6HOI0OrHYecKAR YHCTOTAY HpoBOAHTCS NJI1 Kaxaoi 20-0ii cepun,

B 3AaBHCHMOCTH OT TOI'O, 4TO HACTYIIUT paHblIe,

HJIH JIISE OHOM CepHH B roj,

Remarks : The Product conforms to ND/
lpumeuanue: [poaykr cooTBeTCTBYET Tpebosanusm HJI

Conclusion : APPROVED /
Sakarouenne: OQJJOBPEHO

Prepared by /

Iloarorosneno: Ankit

=

Checked by /
IIpoeepeno: Pardeep Kumar

=

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosogurens

Amit Kumar / =
ir‘xi"(__/—

Reprint Date /
Hara: 18.08.2022

Reprint Datc /
Hara: 18.08.2022

Reprint Date /
Hara: 18.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




