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 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (ketoposak) TabaeTki, AMCHEprHpyeMble B II0JIOCTH pTa, 10 Mr

Batch No / : V2200627 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61bem cepun 36,00,000 Tab
Analytical Report No / : 890001585454 Date of Analysis / 16.04.2022
AnanuTHyeckHii oTyeT No ; Jara anananza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara mpousBofcTBA T'oxen mo

Analysis performed according ND / Ananu3s nposezen no H/:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page1of 7/Crp.1m37

Y®-cniekrpodoToMeTpus

No . 5
r N Test / IToxasaTenn Results / PesyabTaThl 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. / Kpyrnsie, mnocxue Kpyrisie, mockue TabiaeTky ¢ packoi,
TabneTky ¢ Qackoii, ceTIO- CBETJIO-KENTOro 1IBeTa C IpaBHPOBKOH
JKEJITOTO LIBETA C TPaBUPOBKOMH «l» Ha OTHO¥ CTOpOHE.
«I» Ha OZHOH CTOpOHe.
2 Identification / ToanunHOCTL
Ketorolac / Kemopoaax
a) ByuUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpsl
HOTJIOUIEH s HCIIBITYEMOro pacTBopa U
pacTBOopa  cTaHmapTHoro  obpasia
KETOpOJIaKa TPOMETAMHHA  JOJDKHBI
HMETh MaKCUMYMBI IPH OAHOM U TOM ke
JUTHHE BOJHBL (£ 2 HM).

Remarks : The Product conforms to ND/
[Mpumeuanne: [poaykr cooTeeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Iloarororneno: Pravesh Rana

-,

=Y

Checked by /
ITpoBepeHo: Naresh Kémar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurenn
Abhishek Chauhan

Reprint Date /
Jarta: 16.04.2022

Reprint Date /
Jara: 16.04.2022

Reprint Date /
Hata: 16.04.2022

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.
Formuiation Unit-6

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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Mpoayxr: Keropon® Okcnpece (keToposiak) TabNeTKH, AUCTIeprupyemple B [OJOCTH pTa, 10 Mr

Batch No/ : V2200627 Batch Quantity / :+ 36,00,000 tab /
Cepust Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001585454 Date of Analysis / 16.04.2022
AHaauTHYecKHil oTyeT No JlaTa ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npou3BoacTBa I'omen no

Analysis performed according ND / Ananan3 nposeagen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nusmenenne Nel ot 27.12.2021)

Page2 of 7/Ctp. 2 m3 7

No

Test / Iloka3zaTenanb
Ne

Results / Pe3ynbraThl

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 yIepKHBaHHA
OCHOBHOIO IMKAa Ha XpOMaToOrpamMe
ACTIBITYEMOr0  pacTBopa  JOJKHO
COOTBETCTBOBATD BpEeMEHH!
yIepXHBaHHs OCHOBHOro IIMKa Ha
XpoMaTorpaMme pactBopa
CTaHmapTHOrO o6pa3ua KeTopojaka
TpOMETaMHHa (paznen

«KonnuecteeHHOE onpeneneHne»).

Remarks : The Product conforms to ND/

IMpumeuanue: [ponykT coorBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmwuenune: OJOBPEHO

Prepared by /
IMoaroroeneHo: Prav§sh Rana

Checked by /
IIpoeepeno: Naresh-Kumar

W
—-—

Approved by: Manager/Executive /

Onobpeno: Menemiep / Pykopoautens
Abhishek Chauhar& \
N

Reprint Date /
Jarta: 16.04.2022

Reprint Date /
Itata: 16.04.2022

Reprint Date /
Jata: 16.04.2022

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: L85135AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkenpece (ketoponak) TabiieTk, AUCIeprupyeMsle B HOJIOCTH pTa, 10 Mr

Batch No / 1 V2200627 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001585454 Date of Analysis / 16.04.2022
AnanurHdeckuii oryer Ne JlaTa anajgusza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npousBoacTBa T'omen mo

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

Page3 of 7/ Crp.3n3 7

1}3 Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopTuHHOCTH butylhydroxyanisole peaks on the
Oy TUIrHAPOKCHAHUM30 chromatogram of the test solution

should correspond by the retention times
2-butylhydroxyanisole and  3-

butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”

section). / BpeMena ynepXuBaHHA

2-0yTWIrMAPOKCHUAHU30JIa U

3-6yTWIrHIpOKCHAaHU301a Ha
XpOMaToTrpaMme UCTIBITYEMOTO
pactTBopa JAOJDKHBI COOTBETCTBOBATh
BpeMEHaM YAEpAKHBaHUA IUKOB
2-0yTUATUAPOKCHAHU30Ia u
3-0yTUNrMapOKCHAHU30JIa Ha
XpomarorpaMme pacTBopa
CTaHIApPTHOI'O obpazua
Oy THIrMAPOKCUAaHN3074a (pazmen
«CopepxaHue

OYTHITHIPOKCHAHU30Ja»).

macca

4 Average weight / Cpeansis

69.4 mg/ 69.4 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot1 67,2 M1 10 72,8 M1 (70,0 m1* £ 4,0 %).

Remarks : The Product conforms to ND/
IIpumeuanmne: [Iponykr coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMToarorosneno: Pravesh Rana

~

L’;d__

Checked by /
ITporepeno: Naresh Kumar

-—

Approved by: Manager/Executive /

Onobpeno: Menewkep / Pykooauteins
Abhishek Chauhan (
| \

Reprint Date /
Harta: 16.04.2022

Reprint Date /
Hara: 16.04.2022

Reprint Date /
JlaTa: 16.04.2022

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

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposak) TableTKy, IUCIEPrHupyeMbIe B IOIOCTH pra, 10 mMr

Batch No / : V2200627 Batch Quantity / : 36,00,000 tab /
Cepust Ne O06Bem cepun 36,00,000 Tab
Analytical Report No / : 890001585454 Date of Analysis / 16.04.2022
AHanuTHYECKHH 0TUeT No JaTa anaanza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa nmpousBoacTBa T'open no

Analysis performed according ND / Anasms nposegen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzamenenue Nel ot 27.12. 2021)

Page40of 7/Ctp. 4137

IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBanuam HJL

3axmouenne: QJJOBPEHO

I;.:) Test / Iloka3aTensn Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OIHOPOAHOCTHh MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabierok — mHe Oonee * 10 %
2/20 tabnetox — He Gonee + 20 %
5 Disintegration time / 45 sec/ 45 cex Not more than 3 min / He 6o1nee 3 mun
Pacnagaemocts
6 Dissolution / PacTeopeHue Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
. CisH13NO3C4H 1 NO3 (ketorolac
Uluttp gkl leke tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 106 % 75%  (Q)  CisH;3NO3*C4H 1 1NO;
. ) (keToponaka  TpOMETaMHUH)  Hepes
Unit-4 / Tabn-4 101 % .
Unit-5 / Tabn-5 101 %
Unit-6 / Tab1-6 102 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pazyercs
OJHOpOIHAS CYCIEH3HsA, NPOXoJsllas
CKBO3b CHTO C pa3MepoOM OTBEPCTHit
710 MKM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Jara: 16.04.2022

Jara: 16.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoneHo: Pravesh Rana | IlpoBepeno: Naresh Kumar Onobpeno: Menemxepy Pyxopoaurens
{ é Abhishek Chauhan &’ \
e = |
Reprint Date / Reprint Date / Reprint Date /

Jara: 16.04.2022

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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° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Dkcnpece (keToposak) TabneTku, AUCIeprupyeMble B MOJNOCTH pra, 10 mMr

Batch No / : V2200627 Batch Quantity / : 36,00,000 tab /
Cepns Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001585454 Date of Analysis / : 16.04.2022
AHaJdHuTHYECKHH oTyeT No JlaTa ananau3za

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jata npon3BoacTBa TI'onen no

Analysis performed according ND / Ananu3 npoeegen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

PageSof 7/Crp.5m3 7

8 Related impurities / PoncTBeHHble NpUMecH
ketorolac 1-hydroxy analog / Below limit of Detection Not more than 0.5 % / He 6oxnee 0,5 %
1-ruapokcuananor (LOD:0.0010%)
KeTopoJiaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor KETopoIaKa
0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6osiee 0,5 %
eAMHUY HAs
HenIeHTHUIMPOBaHHAS 0.04%
HOpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Boaa 2.0 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHHuecKHe pacTBOPUTEIH

Isopropyl alcohol / 1 pg/tab / Not more than 350 pg/tab /
Hzonponanon 1 Mxr B TabneTke He 6onee 350 Mkr B TabneTke
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ipoaykr cooTBercTByeT Tpebopanusm HJL 3akawuenne: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Pravesh Rana | Tlposepeno: Naresh Kumar Onobpeno: Menemxep)/ PykoBoaurens
y @ Abhishek Chauhan L k
4 Nt
Reprint Date / Reprint Date / Reprint Date /
Jarta: 16.04.2022 Jlara: 16.04.2022 Jara: 16.04.2022

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

CEPTHO®UKAT AHAJI3A

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

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

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

Hpoayxr: Keropon® Skenpece (ketoponak) TabeTky, JUCIeprupyemble B MOIOCTH pra, 10 Mr

Batch No / : V2200627 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001585454 Date of Analysis / 16.04.2022
AHaJIHTHYeCKHIi oTyeT No Jara apanuza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JdaTta npousBoJacTBA - T'ogen mo

Analysis performed according ND / Ananu3 nposenen no H/I:
JITT-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page 6 of 7/ C1p. 6 u3 7

11 | Microbial enumeration tests / Mukpo6nosioruyeckast yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61uee Meree 10 KOE/r He 6onee 100 KOE/r
YHCIIO [PONOKEBBIX U
TUIECHEBBIX IPUOORB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
Ot1cyTcTBYET OtcyrctBUEe B 1 T
12 | Uniformity of dosage units / 53 Acceptance value (AV) not more than
OgHopoaHOCTH 15.0 / IlpuemMouHoe 3HaueHue (AV) He
0O3UPOBAHMS 6onee 15,0.
13 | Assay/KoandecTBeHHoe 9.7mg/9.7Mr From 90mg to 11.0mg of
ompenesieHue (97.3 %) Ci15sHi3NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pice] 1 1,0 Mr C15H13NO3‘C4H11N03
(xetoponaka TpomeramuH) (oT 90,0 no
110,0 % oT 3asABJIEHHOTO KOJIHYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanne 0.0969 mr B TabneTke He menee (0,042 mr B TabneTke
Oy THJITHAPOKCHAHH3012

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: IlponykT cooTsercTByet Tpebopanuam HJI

3akmoyenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

P

Checked by /
IIpoeepeno: Naresh Kumar

a—

Approved by: Manager/Executive /

Onobpeno: Menemixep / Pykosoauresns
Abhishek Chauhan KQ \

\

Reprint Date /
Hara: 16.04.2022

Reprint Date /
Jara: 16.04.2022

Reprint Date /
Jara: 16.04.2022

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




dd , ‘...o Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr. Re y s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS o0 o0’ 0

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® 91<cr1pecc (keTopoak) TabJETKH, NUCTIeprUpyeMble B IIOJIOCTH pTa 10 mr

Batch No / 1 V2200627 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001585454 Date of Analysis / : 16.04.2022
AHaIMTHYEeCKHH oTYeT Ne Jlara ananu3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara npouzBoacTea T'onen no

Analysis performed according ND / Anasius nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / m3amenenne Nel ot 27.12.2021)

Page70f7/Crp. Tu3 7
15 | Package/ YnakoBka 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. / Ilo 10
information leaflet in a carton | TaGnerok B Gmuctepe u3 (IA/AJI/TID ¢
pack. / Ilo 10 rabnerox B | Bnaronoriorurenem/IIDBII) doasru //
Gmuctepe M3 (IA/AJI/IID ¢ | (IT3/AJT) bonbru. [To 1 unu 2 Gnuctepa
Bnaronornoturenem/I19BIT) C MHCTpyKUMEH [0 NpPHUMEHEHUIO B
tonsru // (IID/AJ]) doneru. Ilo | nauky KapTOHHYIO.
2 OsucTepa ¢ HMHCTPYKLMeH Mo

MPAMEHEHUIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBeTcTeus ¢ HJ[

17 | Storage conditions / Below 25 °C. / Tlpu temnieparype He Boiue 25 °C.

XpaHenue

18 | Shelf life / Cpok rognoctn 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.

* Iipa BeIMyCKe JIEKAPCTBEHHOT0 Npenapara KOHTPOJIb KA4eCTBa 10 MoKA3aTeTI0
«MuKpOOHOIOrHYeCKas YHCTOTA» HPOBOJMTCH AN KAXKA0i 20-0i cepHH, HJIH 115 0JHOi CepHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYIHT paHbIIe.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorsetcTBYeT TpeGoanuam HJJ 3aknouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Pravesh Rana | Iposepeno: Naresh JKumar Onobpeno: Menemkep / PykoBonurens
f 5: Abhishek Chauhan |

._.—_l_-_- o o ‘ i \
Reprint Date / Reprint Date / Reprint Date / )
Hara: 16.04.2022 Jara: 16.04.2022 Jara: 16.04.2022

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



