Dr.Reddy’s Qf:‘

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
www.drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Keropon™ Dkenpece (keToponak) Tabnerk, AMcneprupyembie B NoI0CTH pra, 10 Mr

Batch No / : V2200629 Batch Quantity / : 36,00,000 tab /
Cepun Ne Oo0nem cepun 36.00,000 Tab
Analytical Report No / : 890001586203 Date of Analysis / 20.04.2022
AHanuTHYeCKHH oT4YeT No Jlara apanmsa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa mpoM3BOACTBA T'open go

Analysis performed according ND / Anasu3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Pagel1 of 7/Crp. 1u3 7

V®-cnektpodoromerpus

i,oo Test / llokazarenn 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. / Kpyriele, mwiockue Kpyrnslie, mnockue Tabiaetku ¢ dpackoi,
TabneTkH ¢ (ackoii, CBeTIO- CBETNIO-XKENTOr0 LBETa ¢ rPaBHPOBKOIL
MKEJITOrO LIBETA C rPaBUPOBKOii «» Ha OfHOM CTOpOHE.
«I» Ha ofHOI CTOpOHE.
2 Identification / IToanuHHOCTE
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (= 2nm). / VO-crekrpsl
TIOIIOLIEHHA UCIIBITYEMOIO pacTBopa U
pacTBopa  CTaHZapTHOro  obpasia
KETOpOJIaka TPOMETAMHHA  JOJKHBI
HMETh MaKCUMYMBI [IPH OJHOM U TOH xe
JUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: [IponykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoauress

IToarorosneHo: Ramakant

fulod

ITposepeno: Pardeep Kumar

Amit Kumar

Reprint Date /
Hara: 20.04.2022

Reprint Date /
Hara: 20.04.2022

Reprint Date /
Hata: 20.04.2022

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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Formuiation 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
CEPTUOHUKAT AHAJIMU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxkcnpece (keTtoponak) TaGleTKH, AMCTIEPrUPYEMBIE B N0JOCTH pTa, 10 Mr
Batch No / : V2200629 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001586203 Date of Analysis / 20.04.2022
AHaJIUTHYECKHI oTyeT No JlaTa ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npouzBoacTBa T'onen po
Analysis performed according ND / Ananuns nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)
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1}? Test / IlokazaTennb Results / PesyabTathl 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 ynepxuBaHHA
OCHOBHOIO MHKA Ha XpoMaTorpamme
HCMBITYEMOTO  pacTBopa  AOJDKHO
COOTBETCTBOBATH BpEeMEHH
yIEp)KUBaHHA OCHOBHOTO [HMKa Ha
XpoMaTtorpaMmme pacTBopa
CTaHIapTHOTO KETOpOoJIaKa
TpOMETaMUHa (paznen
«KonnyecTBeHHOE ONpeNesiCHEY).

obpasua

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[ Ipumeuanne: Ilponykr cooTBeTcTBYET TpeboBaHussM HJT

3akawuenne: OJOBPEHO

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

Ilogrorosneno: Ramakant IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurens
= p . Amit Kumar (’F\W‘:};/

Reprint Date / Reprint Date / Reprint Date /

Jara: 20.04.2022 Hara: 20.04.2022 Jara: 20.04.2022

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




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

CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keToponak) TabNeTku, JUCTIEPTHPYEMBIE B ITOJIOCTH pTa, 10 Mr

Batch No / : V2200629 Batch Quantity / : 36,00,000 tab /
Cepust No O61bem cepun 36,00,000 tab
Analytical Report No / : 890001586203 Date of Analysis / 20.04.2022
AnaauTHYEeCKH#H oTUeT No JlaTa ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npou3BoacTBa Tonen o

Analysis performed according ND / Ananns nposegen nmo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3 of 7/Crp.3mu3 7

1;‘(9) Test / [IokazaTennb Results / PesyabTaTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanunHoCTL butylhydroxyanisole peaks on the
OYTHITUAPOKCHAHH30J1 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 ymepXHBaHUA
NUKOB  2-OyTWITHAPOKCHaHM30NA U
3-0yTHATHIPOKCHAHU30IIA Ha
XpoMartorpamme HCIIBITYEMOTO
pacTBopa HO/DKHBI COOTBETCTBOBATD
BpeMeHaM YAEpKUBAHUA ITMKOB
2-0yTUNTUAPOKCHAHU30Ma u
3-6yTWIrHIPOKCHaHU30Ma Ha
XpoMmarorpaMmme pacTBopa
CTaHIApPTHOTO obpazia
Oy TUIATrUAPOKCHAHU30IIa (pazmen
«Copepxanue

Oy THITIAPOKCHAHHU30JIAY).

mMacca

4 Average weight / Cpenuss

69.5 mg/ 69.5 mMr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr o 72,8 mr (70,0 Mmr+ 4,0 %).

Remarks : The Product conforms to ND/
[Ipumeuanue: IIpoayKT cooTBeTcTBYeT Tpebosanrsam HJT

Conclusion : APPROVED /
Saxmoyenune: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

Rt

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /

Opob6peno: Menemxkep / Pykosoauress

Amit Kumar At N
1Y

Reprint Date /
Jara: 20.04.2022

Reprint Date /
Hara: 20.04.2022

Reprint Date /
JHara: 20.04.2022

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
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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

CEPTUPHNKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon" Dkenpecc (keroponak) TabieTku, AMCOEprUpyeMble B MIOJIOCTH pTa, 10 Mr

Batch No / : V2200629 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bemM cepun 36,00,000 Tab
Analytical Report No / : 890001586203 Date of Analysis / 20.04.2022
AHanuTHYECKHH oTueT Ne JlaTa anaansa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npon3BoacTsa I'onen no

Analysis performed according ND / Ananns nuposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page4of 7/Crp. 4137

1;.2 Test / Iloka3aTennb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OanopoaHocThL Macenl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Gonee + 10 %
2/20 tabnetok — He Gonee £ 20 %
5 Disintegration time / 32 sec/ 32 cex Not more than 3 min / He 6onee 3 Mun
Pacnapnaemoctn
6 Dissolution / PacTBopenne Unit-1/ Ta6a-1 98 % Not less than 75% (Q) of
. CisH13NO3C4H;1NO;3 (ketorolac
V]
Unit-2 / Tabn-2 % tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 99 % 5% (Q)  CisHisNO3*C4H1NO;
) o (keToponaka  TpOMETaMHH)  d4epe3
Unit-4 / Tabn-4 99 % 15 MuH
Unit-5 / Tabn-5 96 %
Unit-6 / Tabn-6 95 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyetcs
OHOPOAHAsE CYCTEH3Us, MpOXOAsIas
CKBO3b CHTO C pPa3MepoM OTBEPCTHIA
710 MKM.

Remarks : The Product conforms to ND/
Ipumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaumam HJ[

Conclusion : APPROVED /
3akmouenue: OTOBPEHO

Prepared by /
IToaroTorneno: Ramakant

e

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
Amit Kumar X

[, e

Reprint Date /
Hara: 20.04.2022

Reprint Date /
Jara: 20.04.2022

Reprint Date /
Hara: 20.04.2022

Reglstered Utfice: ¥-2-33/, Koad 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
IIpoaykr: Keropon® Dkcnpecc (keToponak) TabneTkH, IMcneprupyeMble B MojocTH pra, 10 mr

Batch No / : V2200629 Batch Quantity / : 36,00,000 tab /
Cepus No O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001586203 Date of Analysis / 20.04.2022
AHanuTuyecKHii oTuet No JarTa ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
daTta npousBoacTea Tonen go

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

Page5Sof 7/Crp.5m3 7

8 Related impurities / PogcTBeHHbIe npuMecH
ketorolac 1-hydroxy analog / Below limit of Detection Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuananor (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 6onee 0,5 %
eIMHUYHas
HEHUIEHTH)ULIUPORAHHAS 0.04%
MPAMECH
Total impurities / 0.1% Not more than 1.0 % / He 6omnee 1,0 %
Cymma npumeceii
9 Water / Bona 22% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4Hble OpraHu4yecKue pacTBOPUTENH
Isopropyl alcohol / 2 pg/tab / Not more than 350 pg/tab /
H3zonponaHon 2 MKT B TabneTke He 6onee 350 mMxr B Tabnetke

Remarks : The Product conforms to ND/
ITpameuanne: IpoaykT coorBeTcTByeT TpebGoBanuam HI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by /
INoaroroeneno: Ramakant

G

Checked by /
[Ipoeepeno: Pardeep Kumar

J

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

Amit Kumar A\
e

Reprint Date /
Hata: 20.04.2022

Reprint Date /
Hata: 20.04.2022

Reprint Date /
Jlara: 20.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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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

CEPTUOPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToponak) TabneTkH, JUCIIEprupyeMble B OJ0CTH pTa, 10 mMr

Batch No / : V2200629 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 tab
Analytical Report No / : 890001586203 Date of Analysis / 20.04.2022
AHanuTHYecKHH oTueT No JlaTa ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npon3BoacTBa TI'onen oo

Analysis performed according ND / Ananus nposenen mo H/I:
JI11-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ C1p. 6 n3 7

11 | Microbial enumeration tests / Mukpo6uoJsiornueckasi uucTora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O01wiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKpPO-
OpraHH3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOACKEBBIX H
IUIECHEBLIX IPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTcTBYET OrcytrctBHE B 1 T
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OpaHopoaHoCTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
A03MpOBaHUS 6onee 15,0.
13 | Assay/Konnuecrsennoe 99 mg/9.9 mr From 90mg to 11.0mg of
onpepaesieHUe (98.5 %) Ci5sH13NO3+*C4H [ 1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
no 1 1,0 MT C15H13N03'C4H1 1N03
(xetoposnaka TpomeramuH) (ot 90,0 oo
110,0 % oT 3asABNEHHOIO KOJIMUECTBA) B
TabeTke
14 | Butylhydroxyanisole 0.0923 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHune 0.0923 mr B Tabnerke He menee 0,042 Mr B Tabnetke
6yTHArHIPOKCHAHHM30J12

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by /
IMoarorosneno: Ramakant

bl

Checked by /
[Ipoeepeno: Pardeep Kumar

-
-1
=)

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykoroaurens

Amit Kumar AN N
il‘” S

Reprint Date /
Hara: 20.04.2022

Reprint Date /
Jarta: 20.04.2022

Reprint Date /
Hara: 20.04.2022

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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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecce (keToposnak) TabieTkH, AUCIEPrUpYEMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2200629 Batch Quantity / + 36,00,000 tab /
Cepns Ne O0BeM cepud 36,00,000 Tab
Analytical Report No / : 890001586203 Date of Analysis / 1 20.04.2022
AHajguTudeckuii oTueT Ne JaTa asanau3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara npousBogcTBa T'open oo

Analysis performed according ND / Ananu3z npoBeaen no HJ:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel or 27.12.2021)
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15

Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 Dblisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnaerox B
6nucrepe u3z (IIA/AJI/IID ¢
Bnaronorinotutenem/[19BIT)

¢doneru // (II2/AJT) doneru. Tlo
2 6nuctepa ¢ HMHCTpyKLHUeit Mo

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. / Ilo 10
Tabnetok B 6nuctepe us (ITA/AJI/IID ¢
pnaronornotutenem/I13BIT) donsru //
(I13/AJ1) donbru. 1o 1 unu 2 6nucrepa
¢ UHCTPYKLMEH [0 NPUMEHEHUIO B
NayKy KapTOHHYIO.

MPUMEHEHHIO B
KapTOHHYIO.

nayKy

16

Labeling / Mapkupoeka

According to ND / B cootserctBuu ¢ HJI

17

Storage conditions /
XpaHeHue

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

18

Shelf life / Cpok roaHocTu

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.

* IIpn BhImycKe JIEKAPCTBEHHOI0 NIpeNapaTa KOHTPOJIbL KAa4ecTBA M0 NOKA3ATEII0
«MHKpPOOHOJIOrHYECKASA MHCTOTA» NPOBOAMTCH s Kaxkaoi 20-0ii cepHH, HIH 1JIsl OJHOH CEPHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNIHT PaHbIIIeE.

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
Ioaroroenego: Ramakant

L

Checked by /
Iposepeno: Pardeep Kumar

=]

oy —

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBogurens

Amit Kumar \ % =,
'J|- —v-/

Reprint Date /
Hata: 20.04.2022

Reprint Date /
Jara: 20.04.2022

Reprint Date /
Jara: 20.04.2022
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