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 : 491 98166 556001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon®™ Dkcnpece (keToponak) TabaeTky, AUCIeprHpyeMbie B nonocTH pra, 10 Mr

Batch No / : V2202605 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001636377 Date of Analysis / 30.12.2022
AnanaTHyecknil oTuer Ne Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JdaTa npousBoacTea I'open no

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Page1of 7/Crp.1u3 7

Y®-ciektpodoToMeTpusa

No . .
No Test / [TokazaTean Results / Pe3yabTaThl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnele, nnockue Kpyrisie, mnockue Tabnetky ¢ Gpackoi,
TabneTku ¢ hackoit, CBETAO- CBET/I0-XKEJITOrO 1(BETa C I'PaBHPOBKOIi
KeJITOTO 1[BETA C TPABUPOBKOM «l» Ha OJHOIf CTOpOHE.
«l» Ha 0AHOH CTOpPOHE.
2 Identification / IloaaMHHOCTL
Ketorolac / Kemoponak
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®-cnexTpsl
MOTJIOLIEHUs UCTIBITYEMOTO pacTBopa U
pacTBopa  CTaHmapTHoro  obpasna
KELUPWIAKA  TPOMCTAMHPHA — JOJIAKHBI
UMETh MaKCHUMYMbI TP OJTHOMH H TOH ke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT coorBeTcTBYeT TpeboBanusM HJL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Goupd~

Checked by /
IIposepeno: Pardeep Kumar

efer

Approved by: Manager/Executive /
Onobpeno: Menegzkep / PykoBonurens
Amit Kumar [\ i gl

iy s

Reprint Date /
Jara: 30.12.2022

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com

CiIN: L851S5AP1984PLC0O04507
www.drreddys.com
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CERTIFICAYYE OF ANAL\}SIS W'ww‘drreddys.com

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoaykt: Keropon” Dkenpece (keToposnak) TabieTky, UCNIEPTipyeMble B NOJIOCTH PTa, 10 Mr

Batch No / 1 V2202605 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001636377 Date of Analysis / : 30.12.2022
AunaguTnyeckuii oryer Ne Jara apaausa

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JdaTta npousBoaCTBAa Togen no

Analysis performed according ND / Ananus nposegen o H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page2 of 7/Crp. 2 m3 7

No

N Test / [lokaszaTensn Results / PesyabTaThl Specification / Hopma

b) By HPLC/B2XX 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 ynepxuBaHuA
OCHOBHOI'O IHKa Ha XpomaTorpamme
UCOBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMeHH
yOepKHBaHWsS OCHOBHOIO TMHKa Ha
XpoMaTorpaMme pacTBopa
CTaHJapTHOrO o0pasla KETOpOJaka
TpoMeTaMHHa (paznen
«KomiyecTBEHHOE ONpencTIeHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: IIpoxykT cooTBeTcTBYET Tpebosanuam H/JI 3axmoucaune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ramakant [Mpoeepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBonurenb

g@““p} =L Amit Kumar {&;‘,\//

Reprint Date / Reprint Date / Reprint Date /
Jlata: 30.12.2022 Mara: 30.12.2022 Hara: 30.12.2022

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: L85195AP1984PLC0O0A507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS R -

CEPTH®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TiponykT: Ketopon” Dkenpecc (ketoponak) TablieTky, AHCHEPrupyeMble B MIOJIOCTH pTa, 10 mr

Batch No / : V2202605 Batch Quantity / : 36,00,000 tab /
Cepiist Ne O0bem cepuu 36.00,000 Tab
Analytical Report No / : 890001636377 Date of Analysis / : 30.12.2022
Ananarudeckuii oruer Ne Jara anaamsza

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JdaTa npon3Boacrsa Toxen no

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmeHnenne Nel ot 27.12.2021)

Page3 of 7/Crp.3 u3 7

1;.00 Test / IlokasaTenb Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanunHocThL butylhydroxyanisole peaks on the
OYTHJITHAPOKCHAHU3OJT 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 ynepXuUBaHUA
OUKOB  2-0yTUNrHOpOKCHaHMW30ja M
3-6yTUNTHAPOKCHAHU301a Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa AOKHBI COOTBETCTBOBATH
RpeMenaM yNePKHRAHUA TIAKOB
2-0yTHITHAPOKCHAHU301a 7
3-0yTUNTHAPOKCUAHU30IIA Ha
XpoMartorpamme pacTBOpa
CTaHJapTHOIO obpa3zua
OyTUITHAPOKCHAHM301a (paznen
«CoJaepxanue
OyTHIFUAPOKCHAHN30J1an).
4 Average weight / Cpeanss 69.6 mg/ 69.6 Mr 67.2 mgto 72.8 mg (70.0 mg = 4.0 %)./
Macca Ot1 67,2 Mr 1o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTByeT TpedosaHuam HJI

Conclusion: APPROVED /
Zakatouenne: OJOBPEHO

Prepared by / Checked by /

g@’“mm} =

Approved by: Manager/Executive /

TToarotorneno: Ramakant [posepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBoauresb

Amit Kumar KN

Reprint Date / Reprint Date /
Hara: 30.12.2022 Hara: 30.12.2022

Reprint Date /
Hara: 30.12.2022

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 ‘,’-

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcrpecc (keToponax) TabeTKH, JHCTIEprupyemble B noiocty pra, 10 mr
Batch No / : V2202605 Batch Quantity / : 36,00,000 tab /
Cepus No O0nem cepnn 36,00,000 Tab
Analytical Report No / : 890001636377 Date of Analysis / 30.12.2022
ApanuTH4ecKHii oTuer Ne JlaTa aHam3a
Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTa npon3BoACTBA T'omen mo
Analysis performed according ND / Ananns nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
Page4 of 7/ Crp. 4 n3 7
1;.(: Test / Iloka3aTenb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MaCChl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Oonee =10 %
2/20 Tabnerok — He Gonee + 20 %
5 Disintegration time / 16 sec /16 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Taba-1 100 % Not less than 75% (Q) of
. C5H1sNO3*C4H11NO;3 (ketorolac
Cimite2) /AhEOni=2 {0653 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% | 75% (Q)  CisHisNO;*C4H1NO;
. . (keToponaka  TpPOMETAaMHH)  depes
Unit-4 / Tabn-4 105% NS
Unit-5 / Ta6x-5 102%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHoCTH 710 pm sieve is formed. / O6pasyerca
ONHOPOMHAS CYCIEH3Us, NPOXOAAIIAs
CKBO3b CHTO C pPa3MepoM OTBepCTHil
710 MKM.

Remarks: The Product conforms to ND/

[Tpumeuanue: [Iponykr coorseTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zaxawuenune: OJOBPEHO

Prepared by /
IMoarorosieno: Ramakant

Qomtrd—

Checked by /
[posepeno: Pardeep Kumar

—

Approved by: Manager/Executive /

OnobpeHo: Menemkep / PykoBoauTeb
Amit Kumar L‘Z&,:V’

Reprint Date /
Hara: 30.12.2022

Reprint Date /
MHara: 30.12.2022

Reprint Date /
JHara: 30.12.2022

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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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

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon” Drenpece (keroponak) TabaeTki, JUCTIEPrUpyeMble B MOJNIOCTH pTa, 10 Mr

Batch No / : V2202605 Batch Quantity / :+ 36,00,000 tab /
Cepus Ne O6bem cepiu 36.00,000 Tab
Analytical Report No / : 890001636377 Date of Analysis / 30.12.2022
AnagaTuyeckuii oTueT Ne Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jlata npou3BoACTBA T'onen oo

Analysis performed according ND / Ananus nposenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

PageSof 7/Crp. Su3 7

8 Related impurities / PoacTeennble npumech
ketorolac 1-hydroxy analog/ | Below LOD (LOD = 0010 %)/ Hwxe | Not more than 0.5 % / He 6onee 0,5 %
1-ruApOKCHaHATIOT npesiena obuapyxerus (110 =
KeTopoJaka 0.0010% )
ketorolac 1-keto analog/ Not more than 0.5 % / He 6oxnee 0,5 %
1-KeToaHasor KeToposiaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIuHnYHas 0.03%
HeuaeHTUONIMPOBaHHasA
NpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumecei

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbIe OpraunyecKue pacTBOPUTEIH
Isopropyl alcohol / 4 pg/tab /4 Mxr B TaOneTKe Not more than 350 pg/tab /
H3zomponaHon He 6onee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/

ITpumeuanue: [TpoaykT cooTBeTcTBYET TpedoBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

/

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykosoaurenb
Amit Kumar X

Reprint Date /
Jara: 30.12.2022

Reprint Date /

Jara: 30.12.2022

Reprint Date /

Hara: 30.12.2022

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 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

CEPTHO®HUKAT AHAJTM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon™ Dkenpece (ketoponak) TabieTku, AMCAEPriupyeMble B MOJIOCTH PTa, 10 mMr

Batch No / : V2202605 Batch Quantity / : 36,00,000 tab /
Cepun Ne O6Bem cepnu 36,00,000 Tab
Analytical Report No / : 890001636377 Date of Analysis / 30.12.2022
AHanuTHIeCKHil oTyeT Ne JlaTa anaausa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTa npon3BoAcCTBA T'open no

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

Page 6 of 7/ Cap. 6 u3 7

11 | Microbial enumeration tests / MukpoGuonoruueckast 4ucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee 9uciIo He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO IPOAIKEBBIX U
IUIECHEBBIX IPpHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 ¢
12 Uniformity of dosage units / 34 Acceptance value (AV) not more than

content / Copepxanue
OyTHUATHIPOKCHAHH30J12

0.0913 mr B TabJseTKe

OOQHOpOAHOCTD 15.0 / TlpuemouHoe 3HaueHue (AV) He
J03UpOBAHUSA 6onee 15,0.
13 Assay / KonnuecTBeHHOE 10.0 mg / 10.0 mMr From 90mg to 11.0 mg of
onpenesieHue (100.4%) Ci15sH3NO3*C4H;1NO3 (ketorolac
tuwielliaming) (lrom 90.0 to 110.0 %% of
the label claim) per a tablet/ Ot 9,0 mMr 10
1 1,0 MI C15H13NO3'C4H11NO3
(keToponaka TpomerammuH) (oT 90,0 mo
110,0 % oT 3aABJIEHHOrO KOJIMYECTBA) B
TabreTke
14 | Butylhydroxyanisole 0.0913 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B TabneTke

Remarks: 'I'he Product contorms to NLY/

[Tpumeuanue: IlpoaykTt coorBeTcTBYeT Tpebosanusam HJL

Conclusion: APPROVED /
Jaxawuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

foudzd

Checked by /
[Tposepeno: Pardeep Kumar

[

—

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosonurennb
Amit Kumar ==

Reprint Date /
Hara: 30.12.2022

Reprint Date /
JHara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

Registered Office: 3-2-337, 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 ‘_‘-

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

JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dxenpece (keToposnak) TabnerTku, AHCHeprupyembie B MOJOCTH pTa, 10 mr
Batch No / 1 V2202605 Batch Quantity / : 36,00,000 tab /
Cepus Ne Q6BbemM cepHH 36,00,000 Tab
Analytical Report No / : 890001636377 Date of Analysis / 30.12.2022
AHAJIUTHYECKHH oTYeT No JlaTa ananu3za
Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JdaTa npou3BoacTBa T'open no
Analysis performed according ND / Anams nposenen mo H/L:

Page 7 of 7/ Ctp. 7 u3 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 TabneTok B
6aucrepe u3z  (IIA/AJI/IID ¢
praronoriorurenem/[19BIT)
doneru // (I13/AJl) donsru. Ilo
2 6mucrepa ¢ UHCTPYKLMER 110
NpUMEHEHUIO B nagKy
KapTOHHYIO.

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. / ITo 10 Tabnerok B
6nucrepe u3 (TIA/AJI/TID c
pnaronoriorutenem/I13BIT) ¢onbru //
(I13/AJT) donwru. o 1 win 2 6ucTepa ¢
MHCTpYKUMeN [0 MPUMEHEHUIO B TAdYKy
KapTOHHY1O.

16 | Labeling / MapkupoBka

According to ND / B cooteetcrBru ¢ HJI

17 Storage conditions /
XpaHeHue

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

18 Shelf life / Cpok roaHocTu

2 years / 2 Toga

* 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.
* [IpH BbINYCKe JIEKAPCTBEHHOTO NMPenapaTa KOHTPOJIb KaY€eCTBA M0 MOKa3aTe0

«MUKpPOGHOJOTHYECKAS YHCTOTA» IPOBOAUTCH JUIfA Kasnoii 20-0ii cepuu, MM 1Sl OHOH cepuH B rof,

B 3ABHCHMOCTH OT TOI'0, YTO HACTYNNHUT paHbIUE.

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebobanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

%““@/ -

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauress

Amit Kumar N

Reprint Date / .
Jara: 30.12.2022

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Harta: 30.12.2022

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



