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

CEPTHOUKAT AHAJM3A

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

[Mpoaykr: Keropon™ Jxenpece (KeToponax) TaGNeTKN, AHCOCPrIpYeMble B MOJIOCTH pTa, 10 Mr
Batch No / : V2201664 Batch Quantity / : 36,00,000 tab /
Cepus Ne QoBbeM cepHHl 36,00.000 Tab
Analytical Report No / : 890001609974 Date of Analysis / 27.08.2022
AHanuTHYECKHUi oTyeT No JlaTa ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa Npon3BOACTBA Tonxen no

Analysis performed according ND / Ananns nposenen no HJI:

JIIT-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Pagel of 7/Crp. 1 m37

[ No
Ne Test / [TokasaTenn Results / Pe3yabTaTthbl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[" debossed on one side. /
side. / Kpyrable, miockue Kpyribie, miockue TabneTku ¢ Gackoi,
TabneTkn ¢ Gackou, CBETIO- CBETHO-XKENTOTO LBETA C IPaBUPOBKON
JKENTOrO 1(BETA C TPaBUPOBKOH «l» Ha OIHOM CTOpOHE.
«l» Ha OHOH CTOpPOHE.
2 Identification / IToxnunnocTs
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

V@-cnexktpodoTomMeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
NOTJIOIEHUs UCITBITYEMOIO pacTBopa U
pacTeopa  cTaHgapTHoro  ofpasua
KeToponaka TpPOMETAMHMHA  JIOJIKHbI
MMETh MAKCUMYMBI [IPH OJHOH Y TOM Xke
JUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeuanue: [Tponykt coorsercryeT TpeboBaHuam HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Jara: 27.08.2022

Jara: 27.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotosneno: Manish Sharma | Ilposepeno: Ramakant Ono6peno: Menemxkep / Pykosoaurens
=" {}wq‘g/ Manoj Kumar /
’—____________._« L v
Reprint Date / Reprint Date / Reprint Date /

Mara: 27.08.2022

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: L85195AP1984PLCC04507
www.drreddys.com




Dr.Reddy’s Q!‘

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

CEPTUDHKAT AHAJII3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon' Drenpece (keToponak) TabieTkH, AUCHIEPIHPYEMbIE B MONIOCTH pTa, 10 mMr

Batch No / 1 V2201664 Batch Quantity / : 36,00,000 tab/
Cepust Ne O0Bem cepun 36,00,000 Tab
Analytical Report No / : 890001609974 Date of Analysis / 27.08.2022
AnanuTuyeckuii oTuer Ne Jara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jata npon3BOACTBA T'onen po

Analysis performed according ND / Ananus nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page2 of 7/Crp. 2137

No

No Test / [TokazaTeanb

Results / PesyabTaTsl

Specification / Hopma

b) By HPLC/ BOXX

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  ynepXUBaHUA
OCHOBHOrO TIMKa Ha XpoMarorpaMme
HCIBITYEMOTO ~ pacTBopa  [IOJDKHO
COOTBETCTBOBATh BpEeMEHU
yIEpXUBaHUS OCHOBHOTO THKAa Ha
XpOMaTorpaMMe pacTBopa
CTaHJapTHOTO KETOpOJIaKa
TpOMETaMHHa (pazzen
«KonuuecTBEHHOE OMPENETICHHEN).

obpasna

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT coorsercryet Tpedopanuam HJI

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Jara: 27.08.2022

Hata: 27.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosiero: Manish Sharma | IIposepeHo: Ramakant Opnobpeno: Menemxkep / Pykosoaurens

< {_;_‘_Eﬁf—:f Manoj Kumar &gé—ﬂ"—‘ﬁ/
Reprint Date / Reprint Date / Reprint Date /

Jlara: 27.08.2022

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: L85195AP1984PLC004507
www.drreddys.com




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

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon" Dxenpecc (keToposiak) TabeTKH, AMCNEPripyemble B 0J10CTH PTd, 10 mr

Batch No / : V2201664 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001609974 Date of Analysis / 27.08.2022
AnaauTuyeckuii oruer Ne JlaTa aHanusa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTa npou3BoACTBA T'opmen go

Analysis performed according ND / Ananus nposeaeH no HA:
JI1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page3 of 7/ Crp.3 u3 7
3.1

1}? Test / IlokasaTennb Results / Pe3yjibTarhl Specification / Hopma

3 Identification Complies / COOTBETCTBYET The retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TMoAAMHHOCTD butylhydroxyanisole peaks on the
OyTHJIrNAPOKCHAHHU30 chromatogram of the test solution

should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butythydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / Bpemena ynepxuBaHus
MUKOB  2-6yTHJITMOPOKCHAHW30IA U

3-6yTHITHAPOKCHAHHU301a Ha
XpoMaTorpaMme KCIBITYEMOTr0
pacTBopa AOJDKHBI COOTBETCTBOBATb
BpEMEHaM yIoepKUBaHUA MTHKOB
2-6yTUNTHAPOKCHAHN30M1a "
3-6y THIITHAPOKCHAHU30J1a Ha
XpOMaTorpaMMe pacTBopa
CTaHAapTHOTO obpasua
OyTUATHAPOKCHAHN3071a (pa3pmen
«Conepxanue

Oy THITHIPOKCHAHN30TIaR).

4 Average weight / Cpeauss
macca

69.7 mg/ 69.7 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr io 72,8 Mr (70,0 Mr 4,0 %).

Remarks : The Product conforms to ND/

IMpumeuanue: [IpoyKT cOOTRETCTBYET TPeOOBAHHAM HA

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /

[oarorosnexo: Manish Sharma | IIposepeno: Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaureisb

Hara: 27.08.2022

Hara: 27.08.2022

e _JL R )
= S 2 4 Manoj Kumar t"l’fgﬁig/’
Reprint Date / Reprint Date / Reprint Date /

Jata: 27.08.2022

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




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

CEPTHOHKAT AHAJIHM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayrr: Keropon" Jkenpece (keToponak) TabNETKH. AMCNEPTHPYEMbIC B TIO0CTH PTa, 10 mr

Batch No / : V2201664 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / + 890001609974 Date of Analysis / 27.08.2022
AHaJIHTHYECKHH oTueT No JlaTa ananusza

Date of Manufacture / : Aug.2022 Date of Expiry/ Jul.2024
Jlara npou3BOACTBA T'onen o

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

Page4 of 7/ Crp. 4m3 7

1;,2 Test / [lokazaTennb Results / Pe3yabTatbl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTB MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He 6Gomee + 10 %
2/20 Tabnerok — He 6onee = 20 %
5 Disintegration time / 19 sec / 19 cex Not more than 3 min / He 6onee 3 mun
PacnapaemocTb
6 Dissolution / PacTeopenne Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
i C5H13NO3*C4H 1NO3 (ketorolac
Unit-2 / TaGn-2 96 % tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 96 % 75% (Q)  CisHi3NO3*CsHiiNO;3
. ) (keTOoposiaka ~ TPOMETaMMH)  Yepes3
Unit-4 / Taba-4 99 % 1SS AT
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 99 %
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 um sieve is formed. / O6pasyercs
OJHOPOJHAsi CYCIIEH3Ms, INPOXOMsilas
CKBO3b CUTO C pasMepoM OTBEPCTHi
710 MKM.

Remarks : The Product conforms to ND/
[Tpumeyanue: [IpoayKT COOTBETCTBYET TpeOOBAHUAM H/I

Conclusion : APPROVED /
3akawouenne: OJJOBPEHO

Prepared by /
INogrorosaeno: Manish Sharma

Checked by /
ITpoBepeno: Ramakant

Approved by: Manager/Executive /
Opno6peno: Menemkep / Pykopoaurelib

Jara: 27.08.2022

Hara: 27.08.2022

< ; /
— e U Manoj Kumar f,}h? ik
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.08.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUHOUKAT AHAJII3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpecc (KeTOpoJaKk

) TaBNETKH, AUCTIEPTHPYEMbIE B [TOJIOCTH PTA. 10 mr

Batch No / 1 V2201664 Batch Quantity / : 36,00,000 tab /
Cepus Ne Qobem cepuu 36.00,000 Tab
Analytical Report No / : 890001609974 Date of Analysis / 27.08.2022
AHaauTHYecKuii ordeT Ne Jara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jlara npou3BOACTBA T'open mo

Analysis performed according ND / Ananu3s nposejen 1o HA:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/Crp.Sus 7

8 Related impurities / PoacTBennsie npumecH
ketorolac 1-hydroxy analog / 0.01% Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuaHanor
KeTopoJiaKa
ketorolac 1-keto analog/ 0.07 % Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaNor KeToponaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eNHHHYHAsA
HenaeHTUGUIMPOBAHHAS
pUMECh
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumeceit

9 Water / Boaa 2.4% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHple OpraHuiecKHe pacTBOpUTEIH
Isopropyl alcohol / 3 pg/tab / 3 MKr B TAONETKE Not more than 350 pg/tab /
HzonponaHon He Gonee 350 Mkr B TabeTke

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoxyKT COOTBETCTBYET TpeOOBAHHAM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jlara: 27.08.2022

Jara: 27.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxrorosneno: Manish Sharma | Iposepetio: Ramakant Opo6peno: Menemxkep / Pykosonurens
o "_ad___;:__L,.,_\_‘ } . E
— % s U Manoj Kumar }?_”J-.‘LL(/
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.08.2022

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

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

CEPTUDUKAT AHAJIM3A

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

Mpoayxr: Keropon” Drenpecc (KeToposiak) TabieTku, AUCNEPrHpyembie B 0JI0CTH pra, 10 mr
Batch No / : V2201664 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001609974 Date of Analysis / 27.08.2022
AHAIHTHYCCKHH oTueT Ne Jlata ananuza

Date of Manufacture / 1 Aug.2022 Date of Expiry / Jul.2024
Jlara mpou3BoACTBA Toaen go

Analysis performed according ND / Ananu3 npoBeaeH no HJ:

JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 m3 7

11 | Microbial enumeration tests / MukpoGuonoruieckas yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uucio Menee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Menee 10 KOE/r He 6onee 100 KOE/r
YKCJI0 JPOACKEBBIX U
TUIECHEBLIX TPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyYTCTBYET OtcyrctBHE B 1 T
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OQHOPOAHOCTH 15.0 / HipuemouHoe 3Hauenne (AV) He
J03NpOBAHUA Gonee 15,0.
13 | Assay/ KonnyecrBeHHoe 9.9 mg/9.9 mMr From 9.0mg to 11.0mg  of
onpeaeieHUe (99.2%) C1sH13NO3+C4H, {NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr o
11,0 Mr C15sH;3NO;3CsH | 1NO3
(xeToponaka tpometamuh) (ot 90,0 no
110,0 % OT 3asABJIEHHOTO KOJUYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0939 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0939 mr B TabneTke He menee 0,042 mr B Tabnerke
GyTHJIrMAPOKCHAHH30NA

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT coOTBETCTBYET Tpebopanusm HJL

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

|| Prepared by /
Moarorosneno: Manish Sharma
-~ &

e

e ——

Checked by /
[poBepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykooaurens

Manoj Kumar @L

Reprint Date /
Jara: 27.08.2022

Reprint Date /
Jara: 27.08.2022

Reprint Date /
Jlara: 27.08.2022

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: L85195AP1984PLCO04507

www.drreddys.com




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
Tel ; +91 98166 56001-02
www.drreddys.com

CEPTH®HUKAT AHAJII3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropon™ Dkenpece (KeToposniak) TabneTKH, ANCHEpPrupyemsie B nonoctu pra, 10 mr

Batch No / : V2201664 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001609974 Date of Analysis / 27.08.2022
AnanuTHdeckuii oryet Ne JlarTa aHanu3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BOJCTBA T'open no

Analysis performed according ND / Anaju3 npoBeeH 1o HA:
JIN-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 70f 7/ Crp. 7n3 7

15 | Package/ Ynakoska 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 | Onucrepe u3 (TTA/AJI/TID c
pack. / Tlo 10 Tabrmerox B gnaronornoturenem/[13BIT)  donbru //
Gaucrepe w3 (MMA/AJ/IID ¢ | (TI3/AJL) dponsru. ITo 1 unu 2 6nucTtepa ¢
snaronoriorurenem/TI3BII) WHCTPYKLMeH MO NPMMEHECHHUIO B NavKy
doneru // (I13/AJT) doneru. Ilo | KapTOHRYIO.

2 Gnuctepa ¢ UHCTPYKUMEHR MO
NPUMEHEHUIO B nauky
KapTOHHYIO.
16 | Labeling / MapxupoBka According to ND / B cootetcteun ¢ HJT
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbiwe 25 °C.
XpaHenne
18 | Shelf life / Cpok roanoctu 2 years /2 rona

* 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 JEKAPCTBEHHOTO NpPenapaTa KOHTPOJIbL Ka1eCTBa N0 NOKA3ATENI0
«MuKpOGHOJIOrHIECKAst YHCTOTA)» NPOBOAMTCS ISt xaxnoii 20-oii cepuu, HIH A5 OJHOH CEPHH B o,
B 3ABMCHMOCTH OT TOr0, YTO HACTYIHT paHbIIe.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoayKT COOTBETCTBYET TPEOOBAHUAM HII

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Hara: 27.08.2022

Mara: 27.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ho;lrom[?y_a;ﬂgnish Sharma | ITposepeno; Ramakant Opobpeno: Menemkep / Pykosoantelns
Reprint Date / Reprint Date / Reprint Date /

Tara: 27.08.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




