Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr..Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddj,

CEPTHO®HUKAT AHAJTN3A

Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg TeT T+91 I8I16E 56001-02
I poayxr: Keropon™ Dxerpecc (KeToponak) TabJIeTKHU, ANCTIEPIrHPYEMbIE B nmm@ﬂ]dﬁﬁ%‘jcﬁ\ﬁ‘ﬁﬁm
Batch No / : V2101975 Batch Quantity / : 252.000 KG
Cepusi Ne O6bem cepuH

Analytical Report No / : 040001472182-1 Date of Analysis / : 29.11.2021
ABanurnyeckuii oTyeT Ne Jara anaimsza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npoH3BOACTBA Togen no

Analysis performed according ND / Ananu3 nposejen no HJ: JII1-004929-011119

Page 1of6/Crp.1u3 6

V®-cnexTpooTOMETpUS

1;.:) Test / Tloka3aTenb Results / Pe3yibTaThl 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. / Kpyrisle, nnockue Kpyrible, mockue TabneTku ¢ $packoi,
TabneTku ¢ packoH, cBETIIO- CBETJIO-KENTOro 1IBeTa C IpaBUPOBKOM
KEJITOTrO I[BETA C IPAaBUPOBKOiA «l» Ha OIHOM CTOpOHE.
«l» Ha OJTHOM CTOPOHE.
2 Identification / IloauBHOCTB
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®-crexrtph!
NOTIOLIEHHs MCTILITYEMOIO pacTBopa U
pacTBOpa  CTaHmapTHoro  obpasla
KEeTopojiaka TpPOMEeTaMUHa JIOJDKHEI
HUMeTh MAaKCUMYMBI IIPU OLHOM U TOM e
IUTMHE BOJHEI (£ 2 HM).

Conclusion : APPROVED /
Zaknwuenne: OJOBPEHO

Remarks : The Product conforms to ND/
[pumeuanue: [poaykr cootsercryet Tpedosarusam HJL

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroTOBIEHO: IIpoBepeHo: _—| Onobpeno: Menemxep / PykoBoauTesb
Ankit (:\ p Himesh W Pawan Kumar %/

L
Print Date / Print Date / Print Date / '
Hara: 29.11.2021 Hara: 29.11.2021 Jara: 29.11.2021

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,

CEPTUDHKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
Mpoayrr: Keropon™ Dkenpece (KeTopoax) TabNMEeTKH, AHCTIEPTHPYEMBIE B ROAOCTH |§m qﬁ Wt

el +91 98166 56001-UZ

Batch No / : V2101975 Batch Quantity / : 252.000 KG
Cepus Ne O0beM cepun

Analytical Report No / : 040001472182-1 Date of Analysis / : 29.11.2021
AsHanuTHyecKuit oTuer No Jlara anaamsa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa mpou3BOACTBA I'onen no

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-004929-011119

Page2of 6 /Crp. 2 u3 6

No

Test / [Toka3zaTeab
Ne

Results / Pesysabrarhl

Specification / Hopma

b) By HPLC / BOXKX

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  ynepXuBaHHA
OCHOBHOIO IHMKa Ha XpOMaTorpamme
HCIBITYEMOTO ~ PacTBOpa  LOJDKHO
COOTBETCTBOBATh BpEMEHH
YAEPKMBAHHSL OCHOBHOTO IHMKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHOapTHOTO KeTopoJiaka
TpOMeTaMUHa (paznen
«KoNMuecTBEHHOE ONPENEIEHUE).

obpasua

Remarks :

The Product conforms to ND/
[Tpumeuanue: IIpoAyKT COOTBETCTBYET TpeboBanusam HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Jara: 29.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororJieHo: [IposepeHo: __| OnobpeHo: Menemkep / PykoBoauTelb
Ankit Vs Himesh W*‘Pawan Kumar /%//

L4
Print Date / Print Date / Print Date / 1

Hara: 29.11.2021

Tata; 29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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Dr.Reddy’s ‘.‘ CERTIFICATE OF ANALYSIS 1ol oo R

Vill. Khol, Nalagarh Road, Baddi,
CEPTHO®UKAT AHAJTH3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Mpoaykr: Ketopon® Dkenpece (keTopoiak) TabieTky, ANCNEPripyembie b noYhgsiad40-Fmm
Batch No / : V2101975 Batch Quantity / : 252.000 KG
Cepus Ne O61bem cepHu

Analytical Report No / : 040001472182-1 Date of Analysis / : 29.11.2021
AHaauTHYeCKH i oT4eT Ne Hdata anajausa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTa npoM3BOJACTBA T'open no

Analysis performed according ND / Auaju3 nposeae no HI: JI11-004929-011119

Page 3 of 6/ C1p. 3 u3 6

No
Ne
3 Identification Complies / CoOTBETCTBYET The retention times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnMHHOCTDL butylhydroxyanisole peaks on the
GyTUATHAPOKCHAHU30J 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). / DBpeMena yaepXUBaHHUA
MMKOB  2-6yTHATHIpOKCHAaHW30Na U
3-6y TUIrHIPOKCHAHH30]1a Ha
XpoMaTorpamMme UCTIBITYEMOTO
pacTBopa JIOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIepKUBaHUA IIMKOB
2-6yTIIITHIPOKCHAHHK30/1a U
3-6yTHIITHAPOKCHAHU30T1a Ha
XpoMaTorpamme pacTBopa
CTaHIapTHOIO obpasia
OyTHITHAPOKCHAHU30JIA (paznen
«CogaepxaHue
6YTHJITHAPOKCUAHU30Ia»).

Test / [loka3zaTesb Results / Pe3ynbraTbl Specification / Hopma

4 Average weight / Cpeansis 70.2 mg/70.2 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr + 4,0 %).

Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Gonee +10%
2/20 TabneTok — He Gonee = 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanne: [TPOAYKT COOTBETCTBYET TPEOOBAHHAM HJL Saxmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIporepeHo: Ono6peno: MeHemxkep / Pykosonuresb

. . -
Ankit & Himesh W Pawan Kumar /21/

Print Date / Print Date / Print Date /
Jlata: 29.11.2021 JMara: 29.11.2021 Jara: 29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘.‘ CERTIFICATE OF ANALYSIS -

- Vill. Khol, Nalagarh Road, Baddj,
CEPTHOHKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel: +91 98166 56001-02
Mpoaykr: Ketopon® Dkenpece (keTopornak) TabaeTiy, AUCHEPTrHpyeMbIe B noABUHIEIAN £
Batch No / : V2101975 Batch Quantity / : 252.000 KG
Cepus Ne Ob6bem cepun

Analytical Report No / : 040001472182-1 Date of Analysis / : 29.11.2021
AHanuTH4eckuii oTyeT Ne Jara ananusa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTa npoM3BOACTBA T'open g0

Analysis performed according ND / Ananus nposejien no HJI: JIT1-004929-011119

Page4 of 6/ C1p. 4 u3 6

1}2 Test / [TokasaTens Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 21 sec / 00 Mun 21 cex Not more than 3 min / He 6onee 3 mun
PacnagaemocTb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. CisH13NO3*C4H11NO3 (ketorolac
Unit-2/ Ta6n-2 100K tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHisNOs*C4H1iNO3
) . (keToponaka  TpOMeTaMHMH)  4epes
Unit-4 / Tabn-4 102% 15 Myl
Unit-5 / Tabn-5 94%
Unit-6 / Tabn-6 96%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HMucnepcHocTh 710 um sieve is formed. / O6pasyercs
OHOPOJIHAS CYCHEH3MsA, MPOXOJsLas
CKBO3b CHMTO C DPa3sMepoM OTBEPCTHA
710 MKM.
8 Related impurities / PoacTeennbie npuMecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6onee 0,5 %
1-rugpoxcuaHanor :0.0010)
KETOpOJiaKa
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6oxee 0,5 %
1-KeToaHATOr KETOpOoJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6oxee 0,5 %
eIUHIIHAL Rt
HeraeHTUPUUHPOBaHHAs
npuMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumedanne: IIponykT coorBercTayet TpedbosanuaM HJL Zaxmouenue: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToAroTOBNEHO: ITposepeHo: Al Opno6peno: Menemxkep / Pykosoaurens
Ankit ( 2, i Himesh W’ Pawan Kumar Xﬁ/
A /’/' N
Print Date / Print Date / Print Date / '
Jara: 29.11.2021 Jara: 29.11.2021 Jara: 29.11.2021

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: L85195AP13984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
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! Q.. Formulation Unit-6
Dr.Red dy S Ne CER I)lFICATE OF ANALYSIS il Khol, Nalagarh Road, Baddi,

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
poaykr: Keropon" Dkenpece (KeToposak) TabnerTku, AUCTeprupyembic B oG EREAYN FR™
Batch No / : V2101975 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 040001472182-1 Date of Analysis / : 29.11.2021
AHaJIUTHYECKHH oTUeT No Jara aHaau3za

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jdara npoM3BOACTBA Tonen a0

Analysis performed according ND / AHanu3 nmpoBe/ien no HJL: JI11-004929-011119
' PageSof 6/ Crp. Sus 6

1}? Test / IlokasaTenn Results / Pe3yabTaThi Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 22% Not more than 7.0% w/w /

He Gonee 7,0 %

10 | Residual solvents by GC/ OcTaTo4uHkIe OpraHnyeckue pacTBOPUTEIN

Isopropyl alcohol / 3 ug/Tab Not more than 350 pg/tab /
HzonponaHon He 6onee 350 Mkr B TabneTke

11 | Microbial enumeration tests / Mukpo0ouojoruieckasi 41cToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61iee 4o Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX 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

YHUCIIO APOXCOKEBBIX K
TUIECHEBBIX IpUOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyrctBue B 1 T
12 | Uniformity of dosage units / 5.9 Acceptance value (AV) not more than
OaHOpOIHOCTDL 15.0 / TlpuemouHoe 3Hayenue (AV) He
JI03MPOBaHUSA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuarue: TIpofyKT cOOTBETCTBYET TPeDOBAHUAM HJ Saxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorogneHo: TpoeepeHo: Ono6peno: Menemiep / Pykosoautens
Ankit K Himesh R&“_‘;L——”_FJ Pawan Kumar Q'/
(& \ ;
Print Date / Print Date / Print Date /
Hara: 29.11.2021 Hara: 29.11.2021 Hara: 29.11.2021

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 ":'.

Dr. Reddy's Laboratories Ltd.

I oo o Formulation Unit-6
Cl'_.R l IP]C.’X l E OF J\.N.’\IJ-\ Slb V|” KhO‘, Nalagarh Road, Baddl,

CEPTH®HKAT AHAJIH3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Ketopon™ Dxcnpece (ketopomak) TabeTki, AHCIEPrupyeble B oYM dsREddE £R™

Tel: +91 98166 56001-02

Cepust Ne

Batch No / : V2101975 Batch Quantity / : 252.000 KG

O6bem cepuu

Ananurniyeckuii oruer Ne

Analytical Report No / : 040001472182-1 Date of Analysis / : 29.11.2021

Jlara aHaausa

I[aTa NpoU3BOACTBA

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

Tonen g0

Analysis performed according ND / Anasin3 nposejes no H/: JI1-004929-011119

Page 6 of 6 / C1p. 6 u3 6

1;.:) Test / [JokazaTenb Results / Pe3yabTaThl Specification / Hopma
13 Assay / KosimaecTBeHHOE 9.9 mg/99mr From 90mg to 11.0mg of
onpeae/ieHHe (99.3 %) C1sH3NO3°C4H11NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pale] 1 1,0 MI" C15H13NO3'C4H11NO3
(xetoponaka TpomeTamun) (ot 90,0 no
110,0 % OT 3asBJIEHHOrO KOJIMYECTBA) B

6yTl/IJ'l THAPOKCHAHHU30J1a

TabneTke
14 | Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0951 mr B TabneTke He menee 0,042 Mr B TabneTke

15 | Package/ YnaxkoBka

10 tablets in a blister of | 10 tabletsinablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil / (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / o 10
information leaflet in a carton | Tabnerox B 6amctepe u3 (ITA/AJV/IID ¢
pack. / Ilo 10 tabnerok B pnaronorioturenem/IIDBIT) donbru //
6muctepe m3  ([TA/AJVIID ¢ | (ITS/ATD ¢onsru. Io 1 unu 2 6iucrepa
sraronornotutenem/IISBIT) C MHCTPYKLMEH 110 TNpHUMEHEHHIO B
donbru // (IID/AJT) doneru. [lo | nauKy KapTOHHYIO.

2 Gnuctepa ¢ UHCTPYKLMEHR 1O
NPUMEHEHUIO B nayKy
KapTOHHYIO.

16 | Labeling / MapKkupoBKa

According to ND / B cootetcTun ¢ H/|

17 | Storage conditions /
Xpanenue

Below 25 °C. / TIpu Temneparype He Boime 25 °C.

18 | Shelf life / Cpok roasocTu

2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IPOLYKT cOOTBETCTBYET TPeOOBaHHAM HI 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToAroTOBNIEHO: IMposepeHo: Onobpeno: Menemxep / Pykopoaurenb
Ankit pa {\ ) Himesh W Pawan Kumar ,‘?L/,,

( t -
Print Date / Print Date / Print Date / ’

Iara: 29.11.2021 Jara: 29.11.2021 Jara: 29.11.2021

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
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