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 : 491 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon" Dkenpece (keToponak) TabneTKH, AWCIEPrUpyeMbIe B MOJIOCTH pTa, 10 mMr

Batch No / 1 V2201725 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepuu 36,00,000 Tad
Analytical Report No / : 890001611473 Date of Analysis / 03.09.2022
AHanuTH4ecKHii oTyeT No Jara aHanusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npou3BoacTBa Tonen o

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

Pagel1of 7/Crp. 1 u37

No 5 .

No Test / [TokasaTtesnb 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. / Kpyrinble, miaockue Kpyrnsie, nnockue Tabnetku ¢ dackoi,
TabneTku ¢ packoii, cBeTIO- CBETJIO-XKENTOTO 1IBETa C I'PaBUPOBKOH
KENTOro UBETA € rPaBUPOBKOM «» Ha OIHOI CTOPOHE.
«l» Ha oLHOK cTOpOHE.

2 Identification / IToannHHOCTL

Ketorolac / Kemopoiak

a) ByUv/
Y®-cnektpodoromeTpys

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
NOTJIOIIEHHS HCMBITYEMOT0 PacTBOpa U
pactBopa  cTaHaapTHoro  obpasua
KeTopoJiaka TPOMETaMHHA  AOJDKHBI
HUMETh MaKCUMYMBI TIpH ONHOH U TOM xKe
JUTHHE BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [lponykT cooTBeTcTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IMoaroroeneno: Pravesh Rana

A2
& -

Checked by /
IIpoeepeHo: Ramakant

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauresb

Amit Kumar N

Reprint Date /
Hara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

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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CEPTHO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkcnpece (keToponak) TaGneTKy, AMCMNEPTHPYEMbIE B NOJIOCTH pTa, 10 Mr

Batch No / : V2201725 Batch Quantity / : 36,00,000 tab /
Cepns Ne O6Bem cepun 36,00,000 Tad
Analytical Report No / : 890001611473 Date of Analysis / 03.09.2022
A”anuTHYyecknii oruer Ne JlaTa anannza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jlata npon3BoacTBa T'onen xo

Analysis performed according ND / Auanus nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / nsmenenue Nel or 27.12.2021)
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No

Test / loka3aTeb
Ne

Results / PesyabTaTsl

Specification / Hopma

b) By HPLC / BDXKX

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  yaepxuBaHuA
OCHOBHOTO MHKa Ha XpoMaTrorpamme

HCOBLITYEMOTO  pacTBOpa  JOJIKHO
COOTBETCTBOBATh BPEMEHU
YOCPKUBAHUA OCHOBHOrO INMKa Ha
Xpomarorpamme pacTBopa
CTaHJapTHOro ofpasla KeTopoJiaka
TpoMeTaMUHa (pazmen

«KOonU4eCTBEHHOE ONPEACIEHHUEN).

Remarks : The Product conforms to ND/
IMpnmevanue: Ilpoaykr cooTeeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pravei{ana

¢

Checked by /
IIpoepeHo: Ramakant

/

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurenb
Amit Kumar N

j&"’r // -

Reprint Date /
Jara: 03.09.2022

Reprint Date / -
Jata: 03.09.2022

Reprint Date /
Hara: 03.09.2022

Pegistered Office:

0 7 227
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Road Mo. 2, Eanjara Hills, Hyderabad 500034, Telangana, India
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www.drreddys.com
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CEPTUOUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
NponykT: Keropon™ Dkenpece (keTopoiak) TabneTky, AUCTIEprupyemble B MoJocTH pra, 10 mr

Batch No / : V2201725 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001611473 Date of Analysis / : 03.09.2022
AHanuTH4eckuii oTyer No Jara ananusza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTa npouzBoacTaa T'open pno

Analysis performed according ND / Ananus nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanyHHOCTB butylhydroxyanisole peaks on the
OYTHJITHAPOKCHAHM3O0 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 ynepxuBanus
NUKOB  2-OyTUNruApoKcHaHu3ona u
3-0yTUATHIPOKCHAHU301A Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa AOJDKHBI COOTBETCTBOBATH
BpEMeHaM yAepKUBAHUS [HKOB
2-6yTUIrMAPOKCUaHU3071a u
3-0yTUNrMIPOKCHAHH301a Ha
XpoMaTorpaMme pacTBopa
CTaHAapTHOTO obpa3sua
6y THIArMAPOKCHAHK307a (paznen
«Conepxanune

Oy TUNTUIPOKCHAHU3ONAR).

Test / IlokazaTesnb Results / PesynabTatsl Specification / Hopma

4 Average weight / Cpeansis 69.1 mg/ 69.1mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot1 67,2 Mmrgo 72,8 Mr (70,0 Mr£4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTsercTByet TpeboBanusm HJI 3akmoyenune: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: PraVZhRana ITposepeno: Ramakant Onobpeno: Menemkep / Pykosoaurens

Y @Lbﬁ/ Amit Kumar I\ e

Reprint Date / Reprint Date / Reprint Date /
Hara: 03.09.2022 JHara: 03.09.2022 Jara: 03.09.2022

Registered Office: 8-7-337, Rnad Na. 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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CEPTHO®UKAT AHAJIM3A

ay

IIpoaykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
JKcenpecc (keToposiak) TabaeTku, JUCeprupyemMble B NOJOCTH pTa, 10 Mr

Batch No / : V2201725 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001611473 Date of Analysis / 03.09.2022
AHanuTH4ecKuii oTuet Ne Jlara anasuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jarta npou3BoacTBa T'omen oo

Analysis performed according ND / Auanus mposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page4 of 7/Crp. 4m3 7

| 1.]\1‘4‘00 Test / IMokasarens Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTEL MacCChI 2/20 tablets - not more than + 20 % /
18/20 Ttabnerok — He OGonee + 10 %
2/20 tabneTok — He 6osee = 20 %
5 Disintegration time / 18 sec / 18 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemocthb
6 Dissolution / PacTeopenue Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. CisH13NO3+C4H | |NO; (ketorolac
ORI/ a2 108 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101 % 5% (Q)  CisHisNO3*CsH11NOs
. . (keToponaka  TpOMETaMHH)  4epes
Unit-4 / Ta6bn-4 101 % 15 Mun
Unit-5 / Tabn-5 104 %
Unit-6 / Tabn-6 101 %
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / O6pa3zyercs
OJIHOpOZHAsA CYCIEH3Ms, MNpoXoAsdluas
CKBO3b CHUTO C pa3MepoM OTBEPCTHii
710 MKM.

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykt cooTBeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
ITonrorosneHo: Prawfh Rana

(&

Checked by /
[TpoBepeno: Ramakant

Approved by: Manager/Executive /
Onob6peHo: Menemkep / Pykoroaurens
Amit Kumar .

Reprint Date /
Hata: 03.09.2022

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

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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a

IIpogyxT: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkenpecc (keToposiak) TabeTKH, AUcneprupyembie B monocTu pra, 10 mr

Batch No / : V2201725 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Oo0mnem cepuu 36,00,000 Tab
Analytical Report No / : 890001611473 Date of Analysis / 03.09.2022
Anajaurndecknii oryer Ne Jara anannsa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
HJaTta npousBoacTsa Togen go

Analysis performed according ND / Anannz nposeaen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

PageSof 7/Crp. Suz 7

8 Related impurities / PoacTBeHHble npuMecH

ketorolac 1-hydroxy analog /
1-rugpoxcuananor
KeToponaka

Not Detected

Not more than 0.5 % / He 6osee 0,5 %

ketorolac 1-keto analog/
1-KeToaHaNOT KeTOpoJiaka

0.05 %

Not more than 0.5 % / He 6onee 0,5 %

Any unidentified impurity /
euHUYHas
HeUIEHTUULIHPOBAaHHAs
npUMech

0.04%

Not more than 0.5 % / He 6osiee 0,5 %

Total impurities /
CymMa npumeceit

0.1 %

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

24 %

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTtaTouHble OpraHuyYecKkne pacTBOpUTENH

Isopropyl alcohol /
Usonponanon

04 pg/tab / 04 Mkr B TabneTke

Not more than 350 pg/tab /
He 6oiiee 350 mkr B TabiieTke

Remarks : The Product conforms to ND/
ITpumeuanne: Ilponykr coorBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Sakmouenue: OJOBPEHO

Prepared by /
IMTonroroeneno: Pravesh Rana

2

Checked by /
IIposepeHo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonutens

Amit Kumar N
\bﬁ“/

Reprint Date /
Hara: 03.09.2022

Reprint Date /
Hara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

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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CEPTHOPHUKAT AHAJIM3A

IIpooykt: Ketopon

an

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (keToposiak) TabaeTKH, AUCIeprupyeMble B oocTH pTa, 10 mr

Batch No / : V2201725 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oobem cepu 36,00,000 Tab
Analytical Report No / : 890001611473 Date of Analysis / 03.09.2022
AnanurHyecknii oTyer Ne JlaTa ananu3sa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npousBoacTea T'onen go

Analysis performed according ND / Ananns nposenen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 M3 7

11 | Microbial enumeration tests / Mukpo6Honornyeckas yucrora™
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obwee yucno Menee 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 / Obmwee Menee 10 KOE/r He 6osee 100 KOE/r
YUCIO IPOXNOKEBBIX U
TeCHEBbIX MpHboB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OtcyTcTBUE B 1 T
12 | Uniformity of dosage units / 5.6 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / TIpuemouHoe 3HaueHue (AV) He
A03XPOBAHUSA 6onee 15,0.
13 Assay / KonnuecTBeHHOe 10.0 mg/ 10.0 mMr From 9.0mg to 11.0 mg of
onpejesieHUue (100.0%) C1sH;3NO3*C4H | INO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 MT C15H13NO3'C4H11NO3
(xetoponaka TpomeTamun) (ot 90,0 mo
110,0 % OT 3aABJIEHHOT0 KOJUYECTBa) B
TabneTKe
14 | Butylhydroxyanisole 0.0919 mg/tab / Not less than 0.042 mg/tab /
content / Conep:xkanue 0.0919 mr B Tabnetke He menee 0,042 Mr B TabneTke
OyTUIArHAPOKCHAHH30/1a

Remarks : The Product conforms to ND/
[Tpumeuanue: [IponykT cooTBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITogroroeneno: Pravesh Rana

25

Checked by /
[Iposepeno: Ramakant

Buler

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBogurens
Amit Kumar IS"'A N—

/

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Hara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

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
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CEPTUDPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon" Dkcnpecc (keToposak) TabieTkH, ANCTIEPripyemble B 110J10CTH pTa, 10 mr

Batch No / : V2201725 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001611473 Date of Analysis / 03.09.2022
AnagutTuuyeckui oruer Ne JlaTa aHaau3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Ananns nposeaen o HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Page 7o0f 7/Crp. 7u3 7

15 | Package/ YnaxkoBka 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. / ITo 10 Tabnetox B
information leaflet in a carton | Onmcrepe u3 (J1A/ATVITD
pack. / Tlo 10 Tabnerox B | Bnaronormotutenem/IIOBII) ¢onvru //
6nucrepe w3 (MMA/AJV/IID ¢ | (IT3/AJT) donbru. [To 1 nan 2 Gnuctepa ¢
srnaronorinotuteneM/[12BIT) HHCTPYKUMEN N0 MPUMEHEHHUIO B MAyKy
doneru // (I13/AJ]) donseru. Io | kKapTOHHYIO.

2 6nuctepa ¢ UHCTPYKLMEH Mo
NPUMEHEHHUIO B navyky
KapTOHHYHO.
16 Labeling / MapkupoBska According to ND / B cootBerctBuu ¢ H]/|
17 | Storage conditions / Below 25 °C. / [pu Temnepatype He Bbiie 25 °C.
XpaHeHHe
18 | Shelflife / Cpok roanocru 2 years /2 ropa

* 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 JEKAPCTBEHHOI0 NPENapaTa KOHTPOJIb Ka4ecTBA N0 MOKA3aTe 0

«MHuKPpOGHOIOrHYIECKas YHCTOTA» NPOBOXHTCA AJIS KaKao# 20-0i cepuu, UM LISl OTHOK CEPHH B rof,

B 32aBHCHUMOCTH OT TOI'0, YTO HACTYIIHT paHbIIIE.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTeTcTBYET TpeboBanuam HIL

Conclusion : APPROVED /
Zaxmouenune: OJOBPEHO

Prepared by /
IMoarorosneno: Pravest

1asana
)
i

Checked by /
ITposepeno: Ramakant

ol

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

Amit Kumar

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Jata: 03.09.2022

Reprint Date /
Hara: 03.09.2022

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
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