Qe
Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOHNKAT AHAJIM3A Distt. Solan, H.P.,, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 1\ e éda;; cJoh:;“ o
Ipoayxr: Ketopon™ Skenpecc (ketoponak) TabneTky, AMCHEprupyeMble B MOI0CTH pta, 10 mr
Batch No / 1 V2102242 Batch Quantity / : 252.000 KG
Cepus Ne O06nem cepun
Analytical Report No / : 890001567071 Date of Analysis / : 11.01.2022
AnanaTnyecknii oryer Ne Jdarta ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npoussoacTea T'open no
Analysis performed according ND / Anasnns nposegen no HJI: JIT1-004929-011119

Page 1 0of 6/ Crp. 113 6

No

No Test / Iloxka3areinn

Results / Pe3ybTaTs!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasie, miockue
TabneTku ¢ dackoit, ceeTo-
XKEJITOTO LIBETA C FPaBUPOBKOM
«l» Ha ogHOI# cTOpOHE,

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrunsle, nnockue Tabnetku ¢ hackoit,
CBETNIO-KENTOrO 1IBETa C IPaBHPOBKOIL
«» Ha OZIHOI1 CTOpOHE.

2 Identification / IToxiMHHOCTD

Ketorolac / Kemoponax

a) Byuv/
V®-cnekrpodoromerpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-criekTpsl
NODJIOIIEHMs UCTIBITYEMOro pacTBOpa
pacTBOpa  CTaHAApTHOro  obpasla
KETOpoJlaka TpPOMETaMHHa  HOJIKHBI
HUMETh MaKCUMYMBI [IPH OJHOMN U TOM ke
IUTMHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanne: [ponykr cootBeTcTByeT Tpeboranuam HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Jara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: uj" IlporepeHo: uf,/ Onobpeno: Menemxkep / PykoBoaurens
Ramakant _ Pardeep Kumar pus Rishu Sharma KWW

Print Date / Print Date / Print Date /

Hara: 12.01.2022

Hara: 12.01.2022

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@drraddys.corn
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS  Vill. Khol, Nalagarh Road, Baddi,
CEPTH®HUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tl . 401 Q0122 TEOANT N
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg waa;r;aa;;gor;* o
IIpoayxr: Ketopon™ Dkenpecce (keToponak) TabneTku, ANCIEprHpyeMbIe B [IOJOCTH pra, 10 mMr
Batch No / : V2102242 Batch Quantity / ¢ 252.000 KG
Cepns Ne Oo6bem cepuu
Analytical Report No / : 890001567071 Date of Analysis / : 11.01.2022
AnannTudecknii oruer Ne Jata anainza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBoacTea I'ogen no
Analysis performed according ND / Anasnus nposenen no HJI: JIT1-004929-011119

Page2 of 6 / Ctp. 2 u3 6

No
Ne

Test / Ilokaszarenn

Results / PesyabraTsl

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). / BpeMsa ynepxxuBaHus
OCHOBHOTO MHKa Ha XpOMaTorpamMe
UCIIBITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMeHH
YOEPXKUBAaHHA OCHOBHOIO I@HMKAa Ha
XpoMaTorpaMmme pactBopa
cTaHmapTHoro obpasla KeToposaka
TpOMeTaMHHa (paznen

«Konu4yecTBEHHOE OTIPEIeNICHHEY).

Remarks : The Product conforms to ND/
[Ipumeuanue: ITpomykT cootBercTBYeT TpeGoBaruam HJI

Conclusion : APPROVED /
3axawuenne: OJOEPEHO

Hara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: sz [poBepeHo: Onobpeno: Menemxep / Pykosoaurens
Ramakant Pardeep Kumar Qﬁ«—— Rishu Sharma

P %)W
Print Date / Print Date / Print Date / :

Jara: 12.01.2022

Hara: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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

CERTIFICATE OF ANALYSIS  Vill. Khol, Nalagarh Road, Baddi,
CEPTHOUKAT AHAJTH3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg wwad;red;J s o
Iponyxr: Keropon” Dkenpece (ketoposnak) TabneTkH, AUCTIEPrUpYEMbIE B IIOJIOCTH pTa, 10 Mr
Batch No / : V2102242 Batch Quantity / : 252.000 KG
Cepns Ne O6bem cepun
Analytical Report No / : 890001567071 Date of Analysis / : 11.01.2022
AHaTuUTHYECKH I oT4eT No JaTa ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npon3BoacTea T'ogen no
Analysis performed according ND / Anaaus nposeaen no HJI: JIT1-004929-011119

Page3 of 6/Crp.3u36

No

Test / IToka3areb
Ne

Results / PesyabTarel

Specification / Hopma

3 Identification
Butylhydroxyanisole /
MoanuHHOCTL

6yTPlJIFH)1pOKCHaHH3OJ]

Complies / CooTBeTcTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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). / Bpemena ynepxuBaHuA
INUKOB  2-OyTWIrMAPOKCHAHHU30MA U
3-0yTUIrHAPOKCHAHH30MA Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa MOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAepKHUBaHKA NIHKOB
2-0yTUNrHAPOKCHAHH30M1a U
3-6yTUNrHOpOKCHAHH30Ia Ha
XpoMarorpamme pacTBopa
CTaHAAPTHOTO obpasua
OyTUITHAPOKCHAHU30/1A (paznen
«Copepxanue
OyTUITHAPOKCUAHU3O0TAN).

Average weight / Cpeansia
Macca

70.2 mg/70.2 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot167,2 Mr 1o 72,8 Mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OnHOpOAHOCTH Macchl

Complies / CoOTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6Gomee + 10 %
2/20 TabneTok — He Gonee + 20 %

Remarks : The Product conforms to ND/
[Ipumeuanue: ITpoaykT cooTBeTCTBYET TpeGoBanusam HI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroenexo: d_ IIpoeepeno: - Onobpeno: Menemxep / PykoBoaurens
Ramakant Pardeep Kumar _- \[ S Rishu Sharma %

Print Date / Print Date / Print Date /

Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTH®HKAT AHAJIM3A Distt. Solan, H.P,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg S o éyscom S
IIpoayxr: Ketopon™ Dkenpecc (keroponak) TabieTkH, IMCIEprupyemMbie B OJIOCTH pra, 10 mr
Batch No / 1 V2102242 Batch Quantity / : 252.000 KG
Cepust Ne Oo0bem cepun

Analytical Report No / : 890001567071 Date of Analysis / : 11.01.2022
AHaJuTHYeCKHI 0TyeT No Jara anaanza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npounsBoacTsa T'omen no

Analysis performed according ND / Anaans nposenen mo HJI: JITT-004929-011119

Page4 of 6/ Crp. 4 u3 6

i.:) Test / ITokazarensn Results / Pe3yiibTaThl Specification / Hopma
S Disintegration time / 00 min 23 sec / 00 Mun 23 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemocrs
6 Dissolution / Pacreopenue Unit-1/ Tabn-1 104% Not less than 75% (Q) of
. CisHisNO3*C4H ;1 NOs (ketorolac
V)
Unit-2 / Tabn-2 Bty tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 105% 75% (Q)  CisHisNO3*C4H|1NO;s
. (keTopomaka  TpoMeTamMH)  4epes
Unit-4 / Ta6bn-4 103% 15 Mun
Unit-5 / Ta6n-5 100%
Unit-6 / Tabn-6 105%
7 Fineness of Dispersion/ Complies / CoorBeTcTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / O6pasyercs
OIIHOPOJAHAsA CYCIIEH3MS, MPOXOJIAINas
CKBO3b CHUTO C pa3MEpOM OTBEPCTHI
710 MxM.
8 Related impurities / PoncreeHnsie npumecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6onee 0,5 %
1-runpokcuananor :0.0010%)
KeTopoiaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor keToponaxka
Any unidentified impurity / i Not more than 0.5 % / He 6oxee 0,5 %
eNMHUYHAs Qiore
HEMAEHTU(QULIPOBaHHAS
INpUMech

Remarks : The Product conforms to ND/
IIprmeuanne: [TpoaykT cooTBeTcTBYET TpeOoBanmsam HJ[

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Checked by /

Prepared by /
IloaroTosneHo: | Uj‘ IIposepeHo: J Opobpeno: MeHemxgg / PykoBoauTenb
Ramakant Pardeep Kumar — Rishu Sharma ’

Approved by: Manager/Executive /

/i/p)l W

Print Date /
Jara: 12.01.2022

Print Date /
Hara: 12.01.2022

Print Date /
Jara: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fex: +91 40 4800 2892, Email: mail@drreddys.com
CIN: L85135AP1884PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel: 491 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykr: Keropon™ Dxenpece (ketoponak) TabneTku, AMCEPrHpyeMbIe B IONOCTH pTa, 10 Mr
Batch No / 1 V2102242 Batch Quantity / : 252.000 KG
Cepus Ne O06Bem cepun

Analytical Report No / : 890001567071 Date of Analysis / : 11.01.2022
AnaguTHueckuii oruer Ne Jarta ananusa

Date of Manufacture / : Dec-2021 Date of Expiry /- : Nov-2023
Jara npoussoacrea Topen go

Analysis performed according ND / Ananus nposexen mo HJI: JITT-004929-011119

PageSof 6/ Crp.5u3 6

i’o Test / IlokazaTenn Results / PesynbTaTsl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6o1ee 1,0 %
Cymma npumeceid
9 Water / Bona 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble OpraHuYecKne pacTEOPUTENH
Isopropyl alcohol / 3 ng/Tab Not more than 350 pg/tab /
H3onponanon He 6osee 350 Mxr B TabneTke
11 | Microbial enumeration tests / MukpoGuoJiorudeckast Y4HCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee uuco Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKDO-
OpraHN3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6iuee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO APOMOKEBBIX U
TUIECHEBLIX IpUGOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCcTRYET OtcyrctBHEB I T
12 | Uniformity of dosage units / 5.7 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / IIpuemouHoe 3Hauenue (AV) He
A03HPOBAHMS 6onee 15,0.

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT cooTBeTcTRYET TpeboBanuaM HJT

Conclusion : APPROVED /
Saxmoyenne: OJJOLPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosnexo: IlpoBepeHo: OpnoGpeno: Menenxep / PykoBoaurens
Ramakant UJ} Pardeep Kumar QC—-f Rishu Sharma _

@U’Q v K)zﬂwo
Print Date / Print Date / Print Date /
Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022

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

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®HKAT AHAJIH3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg |\~ d;;r;n: hhhhh
Mpoaykr: Ketopon™ Dkenpece (keroponak) TabaeTkH, IMCIeprupyemble B NI0JIOCTH pra, 10 mr
Batch No / : V2102242 Batch Quantity / : 252.000 KG
Cepusa Ne O0Bem cepun

Analytical Report No / : 890001567071 Date of Analysis / : 11.01.2022
AHaJUTHYeCKHH oT4eT Ne JMara anajauza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npon3BoacTea T'ogen mo

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITIT-004929-011119

Page 6 of 6 / Ctp. 6 3 6

1;.00 Test / Iloka3aTeib Results / PesynnTaTel Specification / Hopma
13 | Assay/KoJsuuecTBennoe 9.9mg/9.9mr From 90mg to 11.0mg of
onpeaesieHune (99.2 %) CisH;3NO3°C4H; 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pile} 1 1,0 MrIr C15H13NO3'C4H11N03
(xeToponaka TpometamuH) (ot 90,0 mo
110,0 % OT 3asBICHHOTO KOJIMYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0932 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0932 mr B TabneTke He Menee 0,042 Mr B Tabnerke
OyTHJIrHMApOKCHAHM30/1a
15 | Package/ YmakoBka 10 tablets in a blister of | 10 tabletsin ablister 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. / ITo 10
information leaflet in a carton | Tabnerok B 6nucrepe 3 (IIA/AJI/IID ¢
pack. / Ilo 10 Tabnetox B | Braronornotutenem/IIOBIT) donsru //
omacrepe w3 (IIA/AJVIID ¢ | (II3/AJ) onsru. Io 1 wm 2 6nuctepa
Bnaronoryotutenem/IISBIT) C MHCTpYKIMEH II0 NPUMCHEHHIO B
dosnbru // (II3/AJT) donsru. Ilo | nauky KapTOHHYIO.
2 6nMcTepa ¢ MHCTpYKLMEN mo
NPUMEHEHHUIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorsetctun ¢ HJI
17 | Storage conditions / Below 25 °C. / ITpu temniepatype He BbIme 25 °C.
XpaHenue
18 | Shelf life / Cpox roanoctu 2 years /2 rona

Remarks : The Product conforms to ND/
IIpumeyanwue: [Ipoxykt cooTBeTcTBYET TpeGoBanUsM HJJ

Conclusion : APPROVED /
3axmouenue: OJIOEPEHO

Hara: 12.01.2022

Hara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: uﬁ ~ | TlpoBepeHo: o OpnoGpeno: MeHeJl}KE;) / PykoBoaMTEH
Ramakant Pardeep Kumar j = Rishu Sharma [

[ ol ; - 1‘\ PIﬂLL‘“‘ﬂ v
Print Date / Print Date / Print Date /

Hara: 12.01.2022

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

wwwu.drreddys.com




