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
www.drreddys.com

CEPTUPUKAT AHAJIM3A

'Product : Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon" Dkenpece (KeTopoak) TableTkU, AWcNeprupyemble B nosocty pra, 10 Mr

JarTa npounsBoJcTBa

Batch No / : V2202254 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001624162 Date of Analysis / 29.10.2022
AnanuTudeckui order No JlaTa ananuza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

T'oneu o

Analysis performed according ND / Anann3s nposenen mo HA:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 1 of 7/ Crp. 1 u3 7

No . ]

No Test / [TokasaTeb Results / Pe3yabTaThbl 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. / Kpyrnble, nnockue Kpyrable, miockue TabNeTku ¢ Gackon,
TabneTky ¢ ackoit, cBeTO- CBETJIO-XKEJITOro LBETa C IPaBUPOBKOIi
KEJTOrO 1BETA C FPAaBHPOBKOI «l» Ha omgHoIl cTOpOHE.
«l» Ha ogHOI cTopoHe.

2 Identification / [ToaaunHoOCTH

Ketorolac / Kemopoaak

a) Byuv/
Y@-cnektpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
NOrNOLICHHS HCIIBITYEMOrO pacTBopa
pactBopa  cTaHmapTHoro  ofpasua
KeTopoNiaka TPOMETaMWHa  JOJIXKHBI
HMEeTh MaKCUMYMbI TIPH OJHOM U TOT e
IIEHE BOAHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ilpumeunanue: [Ipoaykr coorBeTcTRyeT TpebopaHusam HJQ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Hara: 29.10.2022

Hara: 29.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Ankaj/\plfnna ITposepeno: Pardeep Kumar OpnobpeHo: Menenxep / Pykoroaures
I Amit Kumar pe—
,/ — S //
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.10.2022

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: mait@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

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
www.drreddys.com

CEPTUOPUKAT AHAJIN3A

®

IIpoaykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
OKcrnpece (KeToponak) TabieTKH, AUcneprupyemMole B monoctu pra, 10 mr

Batch No / 1 V2202254 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oobem cepun 36,00,000 Tab
Analytical Report No / : 890001624162 Date of Analysis / 29.10.2022
AHaauTHYecKuii oTuer Ne HJaTta ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTta npou3BoacTBa Tonen no

Analysis performed according ND / Auanu3s nposenen no HJ:
|JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2 of 7/ Cip. 213 7

No

Test / [Moka3zarean
No

Results / PezynbTatsi

Specification / Hopma

b) By HPLC/BDXX

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  ynepXuBaHus
OCHOBHOTO TIHKa Ha XpomarorpaMmme
WCOIBITYEMOIO  pacTBOpa  JIOJDKHO
COOTBETCTBOBATD BpPEMEHH
yOEpXXUBAHUS OCHOBHOIO TNHKAa Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOrO o0pa3ua KeTropolaka
TpOMETaMUHa (paznen

«KonuuecTBeHHOE ONpeeNIeHHE).

Remarks: The Product conforms to ND/

ITpumeuanue: IlponyxT cootBeTcTBYET Tpebopanusm HJL

Conclusion: APPROVED /
3akmwuyenne: OJIOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hara: 29.10.2022

Jara: 29.10.2022

IToarorosneno: Ankaf\Verma [IposepeHo: Pardeep Kumar Opnobpeno: Meunemskep / Pykosogurens
/ N o~ ‘-. . Amit Kumar _f}*\f";
Reprint Date / Reprint Date / Reprint Date /

JaTa: 29.10.2022

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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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

CEPTHOPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon" Dkenpece (keToposiak) TabieTku, AUcrieprupyeMblie B osocTy pra, 10 mr

Batch No / : V2202254 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo6bem cepun 36,00,000 Tad
Analytical Report No / 1 890001624162 Date of Analysis / 29.10.2022
AnanuTnyeckuii oruet Ne |daTa ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTta npou3zBoacrea Tonen 1o

Analysis performed according ND / Ananns nposeaen mo H/I;
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

1;.:) Test / [lokaszaTennb Results / PesysabTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopmuHOCTB butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHH30 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 yaepXUBaHUs
NUKOB  2-OyTUNTUAPOKCHAHM30NA H
3-0yTUNrUAPOKCUAHU30NA Ha
XpoMaTorpaMme UCTILITYEMOTO
pacTBOpa HOJKHBI COOTBETCTBOBATH
BpeMeHaM ynepX UBaHUS NMKOB
2-6yTUIrHAPOKCHAHU30Ma 51
3-6yTunrugpokcHaHn3ona Ha
XpoMaTorpaMme pacTeopa
CTaHNapTHOTO obpazua
OyTUIrMApOKCUAaHH30N1a (pa3zen
«ConepxaHnue

OYTUArUAPOKCHAHH30IIAN).

4 Average weight / Cpennsis
mMacca

69.8 mg/ 69.8 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr oo 72,8 mr (70,0 mr+ 4.0 %).

Remarks: The Product conforms to ND/

ITpumeuanue: [Ipoayxr coorBeTcTBYET TpeboBaHuaM HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMToarorosineHo: An%\\fenna

Checked by /

P

[Ipoeepeno: Pardeep Kumar

—

Approved by: Manager/Executive /

OpnobpeHo: MeH(e:,u;Kep / PykoBoaguTeNb

Amit Kumar 7>"f__'/

Reprint Date /
Hara: 29.10.2022

Reprint Date /

Jara: 29.10.2022

Reprint Date /
Jara: 29.10.2022

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 Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOUKAT AHAJIN3A

Product : Ketorol E_xp;ress (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon" Dkenpece (keToponak) TabieTkH, AUCepripyemMbie B MoaocTH pra, 10 mr

Batch No / 1 V2202254 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001624162 Date of Analysis / : 29.10.2022
AnaauTHyeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JaTa npou3BoACTBA I'omen po

Analysis performed according

ND / Ananuz nposenen mo HJI:

JIII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page4 of 7/ Crp. 4 n3 7

i,oo Test / IloxazaTenb Results / PesynbTaTsi Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTBL Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee + 10 %
2/20 Tabnerox — He bonee £ 20 %

5 Disintegration time / 23 sec /23 cex Not more than 3 min/ He 6onee 3 mun
PacnagaemocTthb

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 101 % Not less than 75% (Q) of

. g k
Unit-2 / Ta6n-2 100 % C15H13NO3. C4H.11NO3 . (ketorolac
tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 99% 75%  (Q)  CisHisNO3*C4H1NO;s
. . (keToponaka  TpoMeTamMHH)  depe3
Unit-4 / Tabn-4 99 % 1S iR
Unit-5 / Ta6n-5 101 %
Unit-6 / Ta6n-6 101%

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

JAucnepcHocTh 710 pm sieve is formed. / O6pazyercs
OIHOPOAHAA CYCNEH3Ms, NPOXOIsILas
CKBO3b CHTO C pPa3MepoM OTBEPCTHUMH
710 MKM.

Remarks: The Product conforms

to ND/

IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jara: 29.10.2022

Hara: 29.10.2022

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

[Toarorosneno; Ankﬁ%ﬁenna [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykoeoantens
. (J'—"T"' Amit Kumar ‘__:}\#_/,‘,..f

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.10.2022

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 OIF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories itd.
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 (k(;tgrolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon" Dxenpecc (keTopostak) TabneTku, AMCNeprupyemble B noiaocTu pra, 10 mr

Batch No / : V2202254 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001624162 Date of Analysis / 29.10.2022
AHaluTHYecKHl oTyeT Ne JlaTa amanansa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JdaTta npou3BoacTea Topen no

Analysis performed according ND / Anaans nposenex no H/I:

JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenune Nel ot 27.12.2021)

PageS5of 7/ Crp. Suz 7

8 Related impurities / PoacTBeHHbIe MpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
l-ruapokcHaHanor
KeTopoJiaKa
ketorolac 1-keto analog/ 0.02 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNor KeTopoiaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eAMHUY Has
HeuneHTuduLUpoBaHHas
PUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii
9 Water / Boxa 23% Not more than 7.0% w/w /
He 6oee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuuecKie pacTBOPHUTEIH

Isopropy! alcohol /
H3zonponanon

3 pg/tab / 3 mkr B Tabnertke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
[Ipumeuanue: [IpogykT cooTBeTcTBYET TpeGoBaHUAM HJL

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToarorosneHo: Ank 'b Verma

K~

Checked by /
IIporepeno: Pardeep Kumar

o —

Approved by: Manager/Executive /
OpnobpeHo: Menemkep / Pykosoaurens
Amit Kumar

e "'__‘_.k.:_/ﬂ.

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Hara: 29.10.2022

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayxr: Keropon™ Dkenpecc (ketoponak) TabNeTkn, AMCIeprupyemble B noaocTy pra, 10 mr

Analysis performed according ND / Ananns NnpoBe/ieH 1o H_z[_

Batch No / 1 V2202254 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Obbem cepun 36,00,000 Tab
Analytical Report No / : 890001624162 Date of Analysis/ : 29.10.2022
AHanuTHdecKui oryeT Ne JlaTa anann3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JlaTa npou3BocTBA T'ogen oo

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

Page 60of 7/ Ctp. 6 n3 7

11 Microbial enumeration tests / MukpoGuoJsiornueckasi 4ncrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obwuee uncno He 6onee 1000 KOE/r
a3’pOOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO APOXAKEBBIX U
MIECHEBBIX TPUOOB
¢} Escherichia Coli NA Shell be absent in 1 gram /
OtcytetBHE B 1 T
12 Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OnHopoaHoOCTh 15.0 / IlpuemouHoe 3HayeHHe (AV) He
JA03NpOBAHUS 6onee 15,0.
13 Assay / KoimuecTBeHHOE 10.0 mg / 10.0 mr From 9.0mg to 11.0 mg of
onpeaeneHue (100.2%) C15H13NO3*C4sH;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / O1 9,0 Mr 10
11,0 MTF C15H13NO3'C4H1 [NO3
(ketoponaka Tpomertamuu) (ot 90,0 nmo
110,0 % OT 3asBJAEHHOr0 KOJIMYEeCTBA) B
Tabnetke
14 | Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xxaHue 0.0962 mr B TabneTke He menee 0,042 mr B Tabnetke
OyTHIrHAPOKCHAHHN30/1A

Remarks: The Product conforms to ND/
[Ipumeyanue: [Iponykr cooTsercTBYeT Tpebopanusm HI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoaurens

Iloaroroenexo: Ankaijnna IIporepeHo: Pardeep Kumar
[ Amit K >
K> i i R
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.10.2022 Jarta: 29.10.2022 Hara: 29.10.2022

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: L85195AP1984PLCC04507

www.drreddys.com




‘... Dr. Reddy's Laboratories |td.
? @ . .
Formulation Unit-6
Dr‘ Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

i Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS e S E

CEPTUPUKAT AHAJIHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dkcnpece (keToposak) TadJICTKHU, AMCIICPrUpYeMble B ITO0CTH pTa, 10 Mr

Batch No / 1 V2202254 Batch Quantity / : 36,00,000 tab /
Cepns Ne Oo6bem cepun 36,00,000 Tad
Analytical Report No / : 890001624162 Date of Analysis / : 29.10.2022
Anaaurnyeckunii oruer Ne Hara ananusza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jlara upou3BoaCTBa I'oxen 1o

Analysis performed according ND / Anann3s nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 70f 7/ Crp. Tusz 7

15 | Package/ Ynakoska 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. / Tlo 10 TabneTox B
information leaflet in a carton | Omicrepe u3 (ITA/AJVITD c
pack. / Ilo 10 Tabsnerok B | Bnaronornoturenem/[19BIT) ¢onbrn //
onucrepe u3z  (ITA/AJUTID ¢ | (IID/AJI) donbru. o 1 nau 2 6aMctepa c
Biaronornoturenem/I[13BIT) HHCTPYKLMCI MO MPIMCHCHHIO B [TAUKY
tonvru // (ITS/AJ1) doavrin. ITo | KapToHHYIO.

2 onucrepa ¢ MHCTpYKUMEH Mo

PHMEHEHHIO B nayury
KapTOHHYIO.
16 Labeling / MapknpoBka According to ND / B coorserctun ¢ HJJ
17 Storage conditions / Below 25 °C. / Tlpu Temneparype He Bbile 25 °C.
XpaHeHue
18 | Shelf life / Cpok roanoctn 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 BbIDycKe JEKAPCTBEHHOIO MPenapaTa KOHTPOAb KaYyecTBa N0 MOKA3ATeI10
«Mukpo0OHoJIOrHYecKas YHCTOTA» NPOBOANTCH Aas Kaxaoii 20-oii cepun, wian 18 OQHOI cepHH B oM,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT pPaHbIle.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [lpoaykr coorsercTyeT TpeboBannam HJ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logroroeneHo: Ankaj Verma IIpoBepeno: Pardeep Kumar OpobpeHo: Menenxep / Pykosonurens
o " Amit Kumar .

Q.I — {Sv»y
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.10.2022 Jara: 29.10.2022 Jarta: 29.10.2022

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



