Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (ketoposak) TabieTku, AUCTIEPrUpYeMBbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepusa Ne Oonem cepun 3600000 Tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AxajuTudeckuii oTuer Ne Jara anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npon3BoacTBa I'onen xo

Analysis performed according ND / Auanus npoBeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Crp. 1 u3 8

No . .
o Test / ITokasaTennb Results / Pesynbrater 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. / Kpyrusle, mockue | Kpyribie, miockue TadiieTku ¢ packoit,
TabneTkn ¢ (dackol, CBETJIIO- | CBETJIO-KENTOr0 LBETA C IPaBHPOBKOI
AENTOro IBera ¢ rpaBMpoBKOH | «l» Ha OHON CTOpOHE.
«I» Ha OHOH CTOpOHE.
2 Identification / [TonnuHHOCTE
Ketorolac / Kermiopoiak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

Y®-cnekrpodoromeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
TIOTJIOILIEHHsI HCTILITYEMOTO PacTBopa U
pacTBOpa  CTaHHapTHOro  obpasua
KeTopoJiaka TpOMETaM{Ha  JOJDKHbI
HUMETh MaKCUMYMbI [TPH OHOM U TOM ke
IUTMHE BOJHHL (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykr cootBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITogrorosneno: Rama Kant

fE

Checked by /
Ilporepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
Onobpeno: Meﬂezmcep/ pthBOﬂ eJlb
Manoj Kumar r‘f

Reprint Date /
Jara: 18.05.2024

T

Reprint Date /

Hara: 18.05.2024

Reprint Date /
Jara: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon™ Dkcnpecc (keroponak) Tabnetku, AMCneprupyemble B MOJOCTH pra, 10 Mr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepus Ne O06nem cepun 3600000 Tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AnajiuTHYecKH il oTueT Ne JlaTa aHa/M3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npou3soacrea T'onen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 2 of 8/ Ctp. 2 n3 8

No

Test / IToxazarenn
Ne

Results / Pe3ynbTathl

Specification / Hopma

b) By HPLC/B2XX

Complies / CooTBercTByeT

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  yaepxuBanus
OCHOBHOTO IIMKa Ha Xpomarorpamme

HCIIBITYEMOTO  pacTBopa  JOJDKHO
COSHBeTETEoRaTh BpeMeHH
yOEpKMBaHUA OCHOBHOTO ITHKa Ha
XpoMaTorpaMme pacTeBopa
CTaHZapTHOro o0pasua KeTopoJjiaka
TpoMeTaMUHa (pazmen

«KoauuecTBeHHOE OTIpeieNieHHe»).

Remarks: The Product conforms to ND/
IIpumeuanue: IlponykT coorseTcTBYeT TpeboBaHusm HJT

Conclusion: APPROVED /
3axmaouenne: OJJOBEPEHO

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

IToarorosneHo: Rama Iijnt ITposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoauresis
@ it o . Manoj Kumar ( W

Reprint Daie / o Reprint Date / Reprint Date /

Hara: 18.05.2024 JHara: 18.05.2024 MHara: 18.05.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dkcnpecc (keroponak) TabaeTKH, AMCTIEPrUpyeMble B NI0IOCTH pTa, 10 Mr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AnaJuTHYecKHii oTyer Ne JlaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npoH3BOACTBA I'onen oo

Analysis performed according ND / Ananus nposenen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Ctp. 3 u3 8

No
Ne
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HomnHHOCTE butylhydroxyanisole peaks on the
Oy TMJITHAPOKCHAHH30.1 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 yaepXUBaAHUA
MUKOB  2-OyTWATHAPOKCHAHH30NIA U
3-0yTWIrHapOKCHanU30Ja Ha
XpOMaTorpaMme HCTIBITYEMOTO
pacTBOpa [JOJDKHEL COOTBETCTBOBATh
BpeMeHaM YAEPKUBAHNS [IUKOB
2-0yTUNruapOKCHaHU301a 5§
3-6yTUIArHOPOKCHAHH30/Ia Ha
XpOMaTorpamme pacTBopa
CTaHapTHOTO obpazua
OYTHIrHAPOKCHAHU30a (paznen
«CopepxaHue
OYTUNTHAPOKCHAHHU301a»).

Test / Iloka3aTenb Results / Pe3ynbTatsl Specification / Hopma

4 Average weight / Cpennsas 68.9 mg / 68.9 Mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr o 72,8 Mr (70,0 mr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IIpoaykr coorsercrayer TpeboBanram HJI 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnerno: Rama Kant IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykosoauTes

q Manoj Kumar _
Wi\ Y e }L))

Reprint Date/ |~ Reprint Date / Reprint Date /
Jlara: 18.05.2024 Jara: 18.05.2024 Jlata: 18.05.2024

Lol
e
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon”™ Dkcnpecce (keToposnakx) TabieTku, AnCeprupyeMble B MOJNOCTH pTa, 10 Mr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHn 3600000 Tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AHaJINTHYECKHH oTueT No JlaTa anajanza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTa npousBoacTrea T'oaen no

Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8/ Crp. 413 8

;}0 Test / [TokasaTenab Results / Pe3ynbraTte Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpOAHOCTHL MacChl 2/20 tablets - not more than £ 20 % /

18/20 Ttabnerok — He Oonee =10 %
2/20 Tabnetox — He 6onee + 20 %

5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 Mmun
Pacnagaemoctnb

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of

. Ci1sH13NO3*C4H 1 NOs (ketorolac
Unit-2 / Tabn-2 1007% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 103% 75%  (Q)  CisHisNO3*CsHi1NO;

. (keToponaka  TpPOMETaMHMH)  4epe3
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Ta6x-5 99%

Unit-6 / Taba-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 um sieve is formed. / O6pasyercs
OIHOPOMHAA CYCIEH3Ms, MPOXOoIsIas
CKBO3b CHTO C pasMepoM OTBepCTHil
710 MM,
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBanusm HJI 3akmaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotoeneno: Rama Kant [posepeno: Pardeep Kumar | Omobpeno: Menemkep / PykosoauTtens
I Manoj Kumar '
/bl)' T J)'m%!&'i-—
Reprint Date / i Reprint Date / Reprint Date /
Jara: 18.05.2024 Hata: 18.05.2024 Hata: 18.05.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpecc (keToposak) TabneTk, JMCIIEprupyeMele B M0J10CTH pTa, 10 Mr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepuig Ne O0Bem cepnu 3600000 Tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AHaJuTHYeCKHH oTyeT No Jara ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa nponsBoacTsa I'onen no

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 5of 8 /Cip. Suz 8

8 Related impurities / PoacTBeHHbIe NpuMecH

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %

1-ruapoKcHaHanor Huske Tipesena KONHYCCTBEHHORO

KeTopoJiaka onpenenenns (IMKO = 0.0032 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHaI0r KeTopoJjaka 0.05 %

Any unidentified impurity / Not more than 0.5 % / He 6os1ee 0,5 %
e IMHHUYHas

HeuaeHTHPUIHpPOBaHHAs 0.02 %

npuMech

Total impurities / 0.1 % Not more than 1.0 % / He 6oxee 1,0 %

CymMa mpumeceit

9 Water / Boaa 2.3 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHHYeCKHe PACTBOPUTENHU

Isopropyl alcohol / 6 pg/tab/ Not more than 350 pg/tab /

H3zonponaHon 6 MKr B TabneTke He 6onee 350 Mkr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanne: IIpoaykT cooTBeTcTBYeET TpeboBanmam HJ 3akawuenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IlogrorosneHo: Rama Kant [Tposepeno: Pardeep Kumar | Omo6peHo: Menemxep / Pymﬂreﬂb
. |

M& \__kf = Manoj Kumar @U

o

Roprint Date / Reprint Date / Reprint Date /
Jlara: 18.05.2024 Jlarta: 18.05.2024 Jara: 18.05.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon™ Dkcnpecc (keToponak) TabneTky, IMCneprupyemble B MoioCcTH pTa, 10 mMr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepu 3600000 tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AHajuTHYecKHH oTueT Ne HJarta ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npousBoacrea TI'ogen no

Analysis performed according ND / Ananu3s nposeaen no H:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uonoruueckas yucrora*®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee unciao He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-

OpraHu3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O01ee He 6onee 100 KOE/r

YHCIIO APOXIKEBBIX U
TUTECHEBBIX IPHOOB

c¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBUe B 1 T
12 Uniformity of dosage units / 5.2 Acceptance value (AV) not more than
OaHopoaHOCThL 15.0 / Tlpuemounoe 3HaueHue (AV) He
J03HPOBAHUSA 6onee 15,0.
13 Assay / KonnuecTBeHHOE 10.0 mg / 10.0 mMr From 90mg to 11.0mg of
onpejesieHHe (100.4 %) CisH13NO3+C4H 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pile] 1 1,0 MTI C15H13NO3'C4H11NO3
(xetoponaka tpomeramuH) (ot 90,0 no
110,0 % oT 3asBIEHHOTO KOJTMUECTBA) B

TabaeTke
14 | Butylhydroxyanisole 0.0886 mg/tab / Not less than 0.042 mg/tab /
content / Coaepkanue 0.0886 mr B TabneTke He menee 0,042 mr B Tabnetke
Gy THIATHAPOKCHAHH30/1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTRYET TpeOOoBaHUAM HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Rama Kﬁnt Iposepeno: Pardeep Kumar | Omobpeno: Menemxkep / Pykosoantesnb
: ] Manoj Kumar '
Mj/ QL_V/ : L}hn
Reprint Date / Reprint Date / Reprint Date /
Jata: 18.05.2024 Jara: 18.05.2024 Jara: 18.05.2024
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon™ Dkenpece (keToposiak) TablaeTKH, IMCNeprupyemble B I0JI0CTH pTa, 10 Mr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepun Ne O0Bem cepHH 3600000 tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AHaJuTHYeCKHI oTyeT Ne JlaTa ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JarTa npousBoacTea T'open no

Analysis performed according ND / Anann3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f 8/ Crp. 73 8

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. / Tlo 10 Tabnerok B
Gancrepe w3 (ITA/AJVIID ¢
snaronornorureneM/[19BIT)

¢donsru // (II3/AJ]) donsru. Ilo
2 6nucTepa ¢ HHCTpyKUMEH mo
NpUMEHEHHID B IEETS

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. / Ilo 10
Tabnetok B ourctepe u3 (LLA/AJ/ILD ¢
snaronoriorureieM/I19BIT) donsru //
(I1D/AJN) dhonwru. Mo 1 unu 2 6aucTepa
C UHCTpYKUMEH 1O MPUMEHEHHIO B
MayKy KapTOHHYO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBru ¢ HJL

17 Storage conditions /
XpaseHnue

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

18 Shelf life / Cpok roasoctu

2 years / 2 roaa

* 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.
* [Ipn BbINYCKE JIEKAPCTBEHHOI0 NMPENapaTa KOHTPOJIb Ka4ecTBa Mo NoKa3aTe o «VMuKpoOuoaorayeckas
YUCTOTAY» MPOBOAUTCA AJIsI Kaxkaoii 20-oii cepuu, MK M/ OAHO# cepuH B roj, B 3aBUCHMOCTH OT TOr0, YTO

HACTYIIUT paHblIeE.

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

IMpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusm HJJ

3akmwouenne: OJIOBPEHO

Prepared by /
IMoaroroeneno: Rama Kant

Checked by /
ITpoeepeno: Pardeep Kumar

<f—

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykoBoantesb

Manoj Kumar A
(o

LU

Reprint Date / -

Hara: 18.05.2024

Reprint Date /
Jata: 18.05.2024

Reprint Date /
Jara: 18.05.2024

oo

Moo 2, Banjar Hills, Hyderabad
w81 A0 8300 2899, ki
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CERTIFICATE OF ANALYSIS
CEPTI/IG_)I/H(AT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkcnpece (keToponak) TabneTKH, AUCTIepryupyeMbie B MOJIOCTH pTa, 10 Mr

Batch No / : V2400686 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002524767 Date of Analysis / : 18.05.2024
AHaJIHTHYECKHH oT4eT No JlaTa ananu3sa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTta npon3Boacraa Tonen o

Analysis performed according ND / Ananns nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page § of 8/ Ctp. 8 u3 8

API name / Haumenopanue ADC: Ketorolac tromethamine / Ketoponaka
TPOMETaMHH

INN/ MHH: Ketorolac / KeropoJak

API manufacturer batch number / ABRHO001415

Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number / FERA00144

Homep cepun cy6ctanuun npouspoaurens I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipoussoautens A®C, cTpana: H-p Pennu'c JlabopaTopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeOoBaHusM H]L 3aknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant [TposepeHo: Pardeep Kumar | OmoGpeno: Menemxkep / PykosoauTens

U Manoj Kumar i
LSy C—
Repriut Dale / \ Reprinl Daie / Reprint Dale /
Jara: 18.05.2024 Jlata: 18.05.2024 Jara: 18.05.2024
Beristerad Offica: 8-2-237, Road Me. 3, Banjara Hills, Hyderahad - 560022, Telanzana, Indin
Tel: +91 210 4900 2600, Fax: +91 30 $900 2829, Email: maziliardrreddys, com
CIN: LG5 185AP1984FLCO04507

www drreddys.coti



