Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHKAT AHAJTM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Dkenpecc (keToponax) TabaeTKH, AHCTIEPripyEeMbIe B TIONIOCTH pra, 10 mr

Batch No / : V2300353 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61bem cepun 36,00,000 Tab
Analytical Report No / : 890001648611 Date of Analysis / 07.03.2023
AHanuTHYeCKHI oTueT Ne JaTa anann3a

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Hdarta npou3BoacTBA Toaen no

Analysis performed according ND / Ananus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Pagel of 7/Crp. 1 m37

Y ®-criektpodoTomMeTpus

No : .
N Test / [TokazaTesb Results / PesyabTatsl 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. / Kpyrasle, miockue Kpyrisie, niockue TabneTku ¢ Gackoi,
TabeTku ¢ dackoii, cBeTIIO- CBETJIO-XKENTOro IBETA C TPABHPOBKOMN
JKEJITOrO [|BETa C TPaBUPOBKOM «l» Ha OIHOM CTOPOHE.
«l» Ha OIHO# CTOpPOHE.
2 Identification / ITogainHHOCTL
Ketorolac / Kemoponax R
a) Byuv/ Complies / CoOOTBETCTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
TIOMJIOIEH S UCNBITYEMOro pacTBopa U
pacTeopa  cTaHaapTHoro  obpasua
KeTopoJiaka TPOMETaMMHA  JOJIKHBI
HUMETh MaKCHMYMBI ITPH OAHON M TOH e
IUTHHE BOJIHBL (£ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanne: [ponykT COOTBETCTRYET TPCOOBAHUAM 110

Conclusion: APPROVED /
Zaxmoucuuc: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TToarotosneno: Shivani Devi IpoeepeHo: Ramakant Ono6peno: Menenxep / Pykosoautesns
/‘T &M@Lﬁ Manoj Kumar ol

Reprint Date / Reprint Date / Reprint Date /

Hara: 07.03.2023 JHara: 07.03.2023 MHara: 07.03.2023

Registered Cffice:

8-2-337,
Tel: +91 40 1900 280C, F

=227, Read Ne 3, Banjar Hills, Hyderabad - 500034, Telangana, India

£491 .40 4900

CIiN LESIS5APLS

wwvadrreddys.com

2089, Email: rail@drreddys.com
PLCO0AS507
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CERTIFICATE OF ANALYSIS

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® kenpecc (keToponak) TabneTk, AHCNEPrupyeMbie B ITONOCTH PTa, 10 mr

Batch No / : V2300353 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepHH 36,00,000 Tab
Analytical Report No / : 890001648611 Date of Analysis / 07.03.2023
AHauTHYeCKHIT oTyeT No Jlara aHaan3a

Date of Mapufacture/ - : Feb.2023 Date of Expiry / -3 ~Jan.2025
JdaTa npon3BoAcTBA Tonen no

Analysis performed according ND / Anaus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 2 of 7/ Crp. 2 u3 7

No

Test / [lokazaTesn
Ne

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). / Bpems  ydepXKWBaHHA
OCHOBHOTO MHKa Ha XpOMaTorpaMme
HCTIBITYEMOTO  pacTBopa  JOJKHO
COOTBETCTBOBATb BpeMEHU
YAEP)KMBAHUSA OCHOBHOTO IIMKAa Ha
XpoMmaTorpamme pacTBopa
CTaHJapPTHOrO KETOpoJiaka
TpoMeTaMHHa (pazmen
«KONHYECTBEHHOE OMPEAECHHEN).

obpa3ua

Remarks: The Product conforms to ND/

Ipumeuanue: [lpoaykT cooTBeTCTBYET TpeboBanuam H/|

Conclusion: APPROVED /
3axknawuenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Shivani Devi

AT

Checked by /
IIpoeepeHo:

l}.?m kau_t

Approved by: Manager/Executive /
Omo6peHo: Menenxep / Pykosoauresis
Manoj Kumar 8

Reprint Date /
Jarta: 07.03.2023

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Jlata: 07.03.2023

Registerad Cfiice: 3-2-327, Rond Mo 2, Benjara Hills, Hyderabad - 500034, Telangana, India
Teb: =04 40 4000 2900, Fax: +91 401900 2289, Email: mail@drreddys.com
.l LIS5AP1SR2ARLI0CS507
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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

CEPTU®UKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Ketopon® Dkenpece (KeTOponak) TabneTky, ANCTIEPrupyeMBIe B IIOJIOCTH pTa, 10 Mr

Batch No / : V2300353 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0nem cepuu 36,00,000 Tab
Analytical Report No / : 890001648611 Date of Analysis / 07.03.2023
AHajuTHYEeCKni oTyeT Ne JlaTa aHajgn3a

Date of Manufacture/ -~ : Feb.2023 Date of Expiry / :+ Jan:2025
JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Anamu3 nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3smenenne Nel ot 27.12.2021)

Page3of 7/ Crp.3 m3 7

i.oo Test / Iloka3aTeb Results / Pe3yabTaTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTDL butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHH30 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 yIOepXHBaHHUsA
MUKOB  2-OyTHATHAPOKCHAHM3OJA U
3-OyTWIrHIPOKCHAHU30I1a Ha
XpOMaTorpaMmme UCTIBITYEMOTO
pacTBopa JHOJKHBI COOTBETCTBOBATh
BpeMeHaM yOepKHUBAHHUS NUKOB
2-0yTUNTUAPOKCUAHU30TIa 7
3-6yTUNrHAPOKCHAHU300a Ha
XpOoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasua
OYTHUITMIPOKCUaHU30J1a (paznen
«Copnepxanue
OYTUNTUAPOKCHAHU30TIAN).
4 Average weight / Cpennsis 70.6 mg / 70.6 Mr 67.2 mg to 72.8 mg (70.0 mg £+ 4.0 %). /
macca Ot 67,2 Mr mo 72,8 Mr (70,0 Mr+ 4.0 %).

Remarks: The Product conforms to ND/
IIpumeuanue: ITpoaykT coorBeTcTBYET Tpeboranusam HJI

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Shivani Devi

—

|

Checked by /
[TporepeHo: Ramakant

ikt

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonutens
Manoj Kumar

i

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Hata: 07.03.2023

Reprint Date /
Hara: 07.03.2023

Registered Office: 8-2-237, Road Mo, 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 191 40 4900 2999, Email: mail@drreddys,com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykt: Keropon® Dkcnpece (keToposak) TabJeTkH, AUCTIEPrHpyeMbie B MONOCTH PTa, 10 mr

Batch No / : V2300353 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001648611 Date of Analysis/ 07.03.2023
AHaauTHYECKHil oTUeT Ne Jlara ananusa

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Ananus nposenen mo H/L:
JIN1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page4of 7/ Crp. 4m37

if Test / Iloka3zaTennb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOJHOCTHL Macchl 2/20 tablets - not more than + 20 % /
18/20 Ttabnetoxk — ue Oonee + 10 %
2/20 tabnetok — He 6onee £ 20 %
5 Disintegration time / 18 sec /18 cex Not more than 3 min / He'6onee 3 Mun
PacnapaemMocTh
6 Dissolution / PacTBopeHue Unit-1/ Ta6bn-1 103 % Not less than 75% (Q) of
. C5sH3NO3°C4H 1 NO3 (ketorolac
V)
Unit-2 / Ta6n-2 1025% tromethamine) in 15 min / He meHee
Unit-3 / Ta6bn-3 103% 75%  (Q)  CisHisNO3*CsHi1NO;s
. . (keToposlaka  TPOMETaMMH)  4Yepes
Unit-4 / Tabn-4 103 % 15 Mun
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 105%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducrnepcHocTb 710 pm sieve is formed. / Obpazyercs
ONHOpOAHASA CYCHEH3Us, NpOXoAAllas
CKBO3b CHUTO C pa3MepoM OTBEpCTHH
710 MKM.

Remarks: The Product conforms

[Mpumedanne. Tpuayri cooiseicisyet TpeGosanmam [

to ND/

Conclusion: APPROVED /
Zaxmoucunc: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Shivani Devi IIpoepeno: Ramakant Onobpeno: Menemkep / PykoBoauTtesb
/g T M Manoj Kumar . .

Reprint Date / Reprint Date / | Reprint Date /

Hara: 07.03.2023 Jlarta: 07.03.2023 Jara: 07.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 481 40 4900 290C0, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO0CA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToponak) TabJIeTKH, MCepripyemble B MOJ0CTH PTa, 10 mr

Batch No / : V2300353 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepnu 36,00,000 Tab
Analytical Report No / : 890001648611 Date of Analysis / 07.03.2023
AnanmuTuyecknii oruer Ne JlaTa ananau3a

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JaTta nponsBoacTBa Togen no

Analysis performed according ND / Ananns nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

PageSof 7/ Crp. Su3z 7

8 Related impurities / PoaeTBeHHbIe MpuMecH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He Gonee 0,5 %
1-ruapoKCcHaHaIor Huske npenena obHapyxkenns (I10 =
KETOpOIaKa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaJIoT KeToponaka 0.04%
Any unidentified impurity / Not more than 0.5 % / He Gonee 0,5 %
elMHUYHas 0.03%
HEWAESHTU(PULHpPOBaHHAs
NpHMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Boaa 2.3% Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTo4Hble OprandiecKue pacTBOpUTETH

Isopropyl alcohot /
Hzonponanoin

11 pg/tab / 11 mMxr B TabneTke

Not more than 350 ug/tab /
He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to NI/
Ipumeuanue: IIponykt cootBeTcTBYET TpeboBanusam H/

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IMonrorosneno: Shivani Devi

A

Checked by /
[Tposepeno: Ramakant

it
N o

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaureis
Manoj Kumar »m

Reprint Date /
Jara: 07.03.2023

Reprint Date /
JHara: 07.03.2023

Reprint Date /
Jlara: 07.03.2023

Registered Office: 8-2-227, Road Ne, 2, Banjara Hills, Hyderzbad - 500034, Telangana, tndia
Tel: +91 20 4900 2960, Fax: +91 40 <900 2999, Email: maill@drreddys.com

CiN: L35195AP1934PLCC04507

vavw drreddys.com




Dr.Reddy’s Q’:'

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[MpoayxT: Keropon® Dkenpecc (keToponak) TabieTkH, MCTIEPrHpYeMbIe B MONOCTH pTa, 10 mr

Batch No / : V2300353 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001648611 Date of Analysis:/ : 07.03.2023
Ananuruyecknii oruer Ne Jlara ananuza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
Jara mponsBoJcTBa |T'oxen no

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

Page 60of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / Mukpo6uooruyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuee ynucno He 6oJiee 1000 KOE/r
a3p0oOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He Gonee 100 KOE/r
YHCIIO APOXIKEBBIX H
TUIeCHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 | Uniformity of dosage units / 6.3 Acceptance value (AV) not more than
OaHopoaAHOCTDb 15.0 / TipueMouHoe 3HaueHue (AV) He
DO3UPOBAHHUA 6onee 15,0.
13 Assay / KoninuecTBeHHOE 10.0 mg/ 10.0 mr From 9.0mg to 11.0 mg of
onpejesieHue (100.0 %) C15sH13NO3*C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr oo
11,0 Mr C|5H13NO3°C4H11NO3
(keToponaka Tpomeramus) (or 90,0 mo
110,0 % oT 3asBJEHHOTO KOJHYECTBa) B
Tabnetke
14 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxkanne 0.0960 mr B TabneTke He menee 0,042 Mr B TabseTke
OYTHATHAPOKCHAHU30/1a

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTeTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
[oaroroeneno: Shivani Devi IIpoepeHo: Ramakant

AT

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoauTeinb
Manoj Kumar h 1 E LL!J

Reprint Date / Reprint Date /
Jara: 07.03.2023 Hara: 07.03.2023

Reprint Date /
Jarta: 07.03.2023

Registered Office; 8-2-337, Read Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: 191 40 4900 2000, T 191 40 4900 2999, Email:
CIN: L85185AP1984PLCO0AS07

www.drreddys.com

mail@drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td,
Formulation Unit-6

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Bxcnpecc (keToponak) TabneTky, Aucrepriapyembie B noaocTH pra, 10 mr

Batch No / : V2300353 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001648611 Date of Analysis / : -07.03.2023
AnaanTndeckuii oTyer Ne Jara anaanza

Date of Manufacture / : Feb.2023 Date of Expiry / + -Jan.2025
Jara mpou3BoacTBa TI'onen no

Analysis performed according ND / Ananus nposeaen no H/I:

JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Page7of 7/Crp. Tu3 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. / Ilo 10 TabneTok B
onucrepe u3z ([MA/AJITI3 ¢
piaronornorutenem/I[13BIT)
donsru // (IT3/AJT) donsru. Ilo
2 6nucTepa ¢ MHCTpYKLHeHd 1o
MPUMEHEHHIO B nayky
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 tabnerox B
6nucrepe u3 (TTA/AJI/TID c
pnaronorjoturenem/[13BIT) donbru //
(X13/AJT) ponvru. ITo 1 wnu 2 6nucTepa c
HHCTPYKUKEH M0 NPUMEHEHHIO B IauyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBetctBuu ¢ HI

17 Storage conditions /
XpaHenue

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

18 Shelf life / Cpok roasocTn

2 years / 2 roga

* 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.

* IIpu BbIMycKe J1eKAPCTBEHHOTO NPeNapaTa KOHTPOAb Ka9€CTBA M0 MOKA3aTeNI0
«MuKpoOHOIOrHYecKasi YHCTOTA) NPOBOAHTCS As Kaxkaon 20-0if cepuu, Him g OHOM CepHH B Iof,
B 3aBHCUMOCTH OT TOT'0, YTO HACTYNMUT paHbIlle,

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT coorBeTcTBYeET TpeboBanusam HJL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarororneno: Shivani Devi [Mposepeno: Ramakant OnobpeHo: Menemxep / PykoBoayrerns
AT Cr Manoj Kumar @J
b=
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.03.2023 Hata: 07.03.2023 Iara: 07.03.2023

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4500 2900, Max: 191 40 4900 2999, Cmail: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com



