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CERTIFICATE OF ANALYSIS . .. ..
CEPTHOUKAT AHAJI3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Bkenpece (ketoponak) TabneTks, Aucneprupyemsie B 10710cTH pra, 10 Mr

Batch No / t V2400407 Batch Quantity / : 3500000 tab /
Cepusi Ne Qbvem cepnn 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
AnaanTHYecKHil oryeT Ne Jara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npoH3BOJACTEA Toxen 1o

Analysis performed according ND / Anaaus nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Piage 1 of 8 /Crp. 1 n3 8

;0 Test / IlokasaTesnb Results / Pezynsrate Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|'" debossed on one side. /

side. / Kpyrasie, mnockue | Kpyriele, nnockue TabieTku ¢ Gpackoii,
TabaeTkn ¢ ackoil, CBETNO- | CBETNO-XENTOro LBETa ¢ rpaBHpOBKOH
XENTOro LBeTa C IPaBUPOBKOH | «l» Ha OXHOM CTOpOHE.

«l» Ha ofHOI cTOpOHE.

2 Identification / [TognuHHOCTE

Ketorolac / Kemopoaak
a) Byuv/ Complies / CootBeTcTRYET UV spectra of the test solution and
V®-cniektpodoromeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / Y®-cnextpsl
TNOTNIOIIEHHUSA UCIIBITYEMOI'0 pacTBOpa M
pacTBopa  CTaHJapTHOrO  obpasua
KETOpONaka TPOMETAMHHA  JOJKHBI
HMMETE MAaKCHMYMBI [TIDH OOHOM U TOM ke
IUIMHE BOJTHBI (% 2 HM).
Remarks: The Product conforms to ND/ 'Conclusion: APPROVED /
lpumeuanue: Ipoaykr coorserceyer tpeGopanmsam HJJ 3akmouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Prayesh Rana | Ipoeeperno: Rama Kant Ono6peno: Menemxep / PykoBogurens
} Manoj Kumar ! h o lg
Reprint Date / Reprint Date/ '~ Reprint Date /
ata: 02.04.2024 Jata: 02.04.2024 Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS Fel v =31 85las 5500

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyrr: Ketopon™ Dkenpece (keroposiak) Tabneriu, AHCTICPIHPYEMBIE B MONOCTH pra, 10 Mr

Batch No / : V2400407 Batch Quantity / : 3500000 tab /
Cepnist No O6bem cepun 3500000 Ta6
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
ABRaaHTHIECKHIT 0T9eT No Jara avanmnza
(Date of Manufacture / +03/2024 Date of Expiry / : 0272026
|laTa mpou3BoacTea Togen no

Analysis performed according ND / Ananus npoeexen mo HT:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nol or

27.12,2021, namenenne No2 ot 11.1 1.2022)

Page2 of 8 /Crp.2 us 8§

_71:, 0 Test / ITokazarenn Results / Pe3ynpraTs Specification / Hopma
b) By HPLC / BOXX Complies / Cootsercnyer 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). / Bpema ymepxuBauus
OCHOBHOTO IIMKa Ha XPOMAaTOrpaMme
HCMBITYEMOr0  pacTBOpa  MOJDKHO
COOTBETCTBOBATh BpEMEHHU
YAEPXKHBAHMA OCHOBHOIO NHKA Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOIO 06pa3ua KeTOposiaka
TPOMETaMHHA (pasgen
«Kosnu4ecTBeHHOE ONpeenenuey).

Remarks: The Product conforms to ND/ | Conclusion: APPROVED /
[pumetanue: poaykT cooTseTcTBYeT TPeGOBAMHMSN HJT Baxmogenue: QIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[loaroroeneno: Pravesh Rana IIposepeno: Rama Kant Onobpero: Menemxkep / Pykosoaurens
f ,Lt Manoj Kumar fh E'!!EZ.

-
Reprint Date / Reprint Date / Reprint Date /
Jara: 02.04.2024 Hara: 02.04.2024 Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIA3ZA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dxenpece (keroponak) TabneTku, AKCHEPrHpYeMEIe B nojocTH pra, 10 mr

Batch No / : V2400407 Batch Quantity / : 3500000 tab /
Cepust N O0bem cepHH 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / 2 02.04.2024
Ananurayecknii oruer Ne Jlara ananza

Date of Manufacture / : 03/2024 Date of Expiry / + 02/2026
Hdata npon3BoAcTBa T'open xo

Analysis performed according ND / Anannz nposeges mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenme Nel ot

27.12.2021, namenenne No2 or 11.11.2022)

Page3 of 8/ Crp. 3 3 8

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopnuunocTh butylhydroxyanisole peaks on the
OyTHArMAPOKCHAHU30J 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 ynepXHBaHMA
[UKOB  2-OYTWIrHAPOKCHAaHH30MA M
3-6yTWITMAPOKCHAHU30IIA Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOopa HOOKHBEl COOTBETCTBOBATH
BpeMEHaM  YINEPXMBAaHMA  ITHKOB
2-6y TWITHAPOKCHAHM301a u
3-0yTHIrHAPOKCHAHU30JIA Ha
XpOMaTorpamMMe pactsopa
CTaHOapTHOIO obpasua
GYTHITHAPOKCHAHH30Na (paznen
«Conepxanue
OYTHITHAPOKCHAHU30Ma»).

Test / [lokazarenn Results / Pe3ynbTaTs! Specification / Hopma

4 Average weight / Cpeanssn 69.3 mg/ 69.3 mr 67.2 mg to 72.8 mg (70.0 mg+ 4.0 %). /
Macea Ot 67,2 Mr go 72,8 Mr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APFROVED /

Hpumenanse: [poaykT cooteetcTByer TpebosatmsiM HJT 3axmouenue: OJOBPEHO

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

IMoarorosneno: Praye¢sh Rana | Iposepero: Rama Kant Onrobpeno: Menemxep / PykoBogHTE b
- Manoj Kumar &mj

Reprint Date / Reprint Date/ ' Reprint Date /
Hara: 02.04.2024 Hata: 02.04.2024 Jara: 02.04.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxt: Keropon® Oxenpece (ketoponax) Tabnerxy, JMCTIeprupyeMsie B nonoctd pra, 10 mr
Batch No/ : V2400407 Batch Quantity / : 3500000 tab /
Cepuz Ne Oonem cepun 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
ABaTHTHYeCKHH oT4eT No Jarta ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npoH3BoCcTBA Toxen oo

Analysis performed according ND / Auasn3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / smenenne Nel ot

27.12.2021, u3menenne No2 or 11.11.2022)

Page40of8/Crp.4n3 8
Jl:' 0 Test / Iloxa3aTens Results / Pesynbratst Specification / Hopma
Uniformity of weight / Complies / CootBetcTRYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTHL Macchl 2/20 tablets - not more than = 20 % /
18/20 Tabnerox — He Gomee =+ 10 %
2/20 Tabnerox — He 6onee + 20 %
5 | Disintegration time / 00 min 21 sec/ 00 mun 21 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocrs
6 Dissolution / PacTeopenue Unit-1 / Ta6n-1 106% Not less than 75% (Q) of
. Ci1sH13NQO3*C4H | NO; (ketorolac
Unit-2 / Ta6n-2 105% tromethamine) in 15 min / He Menee
Unit-3 / Ta61-3 105% 75% (Q)  CisHiNO3;*C4HNO;
. (xeTopojlaka  TPOMETAMHH)  4Yepes
Unit-4 / Tabn-4 104% | 15 ame
Unit-5 / Tabn-5 104%
Unit-6 / Ta6n-6 104%
7 Fineness of Dispersion/ Complies / CooTseTcTRYET A uniform suspension passing through a
Jucnepcnocts 710 pm sieve is formed. / O6pasyerca
OIHOPOIHASA CYCMEH3HA, MPOXOMIIAL
CKBO3b CHTO C pa3MepoM OTBEPCTHi
710 MxM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpnmeyanue: Mpoaykr coorsercrayer tpeGoparmsam HJI 3akmiodenue: QJIOGPEHO
Prepared by / Checked by / : Approved by: Manager/Executive /
[Toaroroeneno: Prayveth Rana | Ilpoeepero: Rama Kant Onobpero: Menemxkep / Pykosoanrens
Manoj Kumar 1
. —_/
Reprint Date / Reprint Date / : Reprint Date /
Jara: 02.04.2024 JHara: 02.04.2024 Hara: 02.04.2024
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CERTIFICATE OF ANALYSIS ... . .
CEPTUDHUKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ITpoxykt: Ketopon™ Skenpecc (keroponak) tabieTky, AMCHEPrupyembie B ONOCTH pra, 10 Mr

Batch No / 1 V2400407 Batch Quantity / : 3500000 tab /
|Cepns Ne Obnem cepuit 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis/ : 02.04.2024
ABagMTHYeCKMH oTyeT No Jara anannsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jlata npou3BoACTBa I'onen no

Analysis performed according ND / Anann3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel of

127.12.2021, usmenenne Ne2 or 11.11.2022)

Page50f8/Crp. 513 8

8 Related impurities / PopcrBennbie npumecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuaHasor Huxe npenena o6uapyxenus (IO =
KETOposiaka 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
l-xeToaHanor keToponaka 0.08 %
Any unidentified impurity / " Not more than 0.5 % / He 6onee 0,5 %
eAUHUYHAS
HEMJEHTU(PUIINPOBAHHAS 0.02 %
NIPHMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMeceit

9 Water / Bona 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OctaTo4nbie opranuuecKue pacTBOPHTENH
Isopropyl alcohol / 14 pg/tab / Not more than 350 pg/tab /
Hzomnponanon 14 Mkr B Tabnerke He 6onee 350 Mxr B Tabnetke

Conclusion: APPROVED /
3akmiouenue: OJIOBPEHO
Approved by: Manager/Executive /

Onobpeno: Menemwxep / Pykoeognrens
Manoj Kumar M

e Reprint Date /
Hara: 02.04.2024

Remarks: The Product conforms to ND/

Tlpumenauue: [Iponykr cootBeTcTBYET TpeGopanuam HJT
Prepared by / Checked by /
Iloarorosneno: PraveslfRana { Iposepeno: Rama Kant

Reprint Date / '
Hara: 02.04.2024

Reprint Date /
Hara: 02.04.2024




CERTIFICATE OF ANALYSIS s drioidie oo
CEPTHO®UKAT AHAJIN3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Sxenpecce (ketoponax) TaGnerkn, ucneprupyemble B rmonocts pra, 10 Mr

Batch No / : V2400407 Batch Quantity / : 3500000 tab /
| Cephs Ne OGBeM cepuH 3500000 tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
AHAIHTHYECKHH oTYeT Ne Jara anaanza

Date of Manufacture / : 03/2024 Date of Expiry / t 02/2026
Jdara npon3BoacTBA T'omen g0

27.12.2021, mamenenne Ne2 ot 11.11.2022)

Analysis performed according ND / Ananu3 nposeaex no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel o1

Page 60of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MuxpoGHoornyeckasn yucrora*

content / CopepxaHue
6y THArHAPOKCHAHH3071a

0.0959 mr B Tabnetke

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmmee yucao He 6onee 1000 KOE/r
23po6HBIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61nee He 6onee 100 KOE/r
YUCJIO RPOXOKEBBIX U
IUIECHEBLIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBue B I ¢
12 Uniformity of dosage units / 23 Acceptance value (AV) not more than
OaHOPOAHOCTDH 15.0 / IlpuemouHoe 3HaueHue (AV) He
NO3HPOBAHHS 6onee 15,0.
13 | Assay/KonuuecTBeHHOE 9.8 mg/9.8mr From 90mg to 11.0mg of
onpeje/eHHe (98.2 %) CisHi3NO3°C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
Io 11,0Mr  CisHi3NO3*C4H 1 NO3
(xeToponaka Tpomeramus) (ot 90,0 mo
110,0 % OT 3aABNEHHOTO KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0959 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 Mr B TabneTke

IIpnmeuanue: [IpoaykT cooTBeTCTRYET TpeboraHuaM HJI

Conclusion: APPROVED /
3aknrwuenue: OJIOBPEHO

Prepared by /
IToaroToBnEHO: Pra\?]l Rana

| —

' Checked by /
ITposepero: Rama Kant

t‘ /

- Approved by: Manager/Executive /

Onobpeno: Menemxep / PykOBOJIHTEND
Manoj Kumar (‘ ;2 2&

Reprint Date /
Jara: 02.04.2024

Reprint Date /

Reprint Date /

Jara: 02.04.2024

Jara: 02.04.2024
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CERTIFICATE OF ANALYSIS | | v

CEPTHOHUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxT: Keropon™ Dxenpece (keToposak) TabiieTky, JUCTeprupyemsele B nonoetd pra, 10 mr

Batch No / 1 V2400407 Batch Quantity / :+ 3500000 tab /
Ceplist No O6bem cepHH 3500000 Tab
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
Ananpraueckuii oryer No Jara anannza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npoH3BOACTEA T"open no

Analysis performed according ND / Auanus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend N:2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenne No2 ot 11.11.2022)

Page 7 of 8 / Crp. 7 nz 8
15 | Package/YnakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / [lo 10
information leaflet in a carton | TabneTox B 6ructepe u3 (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerox B | BmaromornotuteneM/II9BIT) donsru //
6aucrepe u3 (TA/AJVIID ¢ | (II3/AJI) oneru. Ilo 1 unu 2 6ancrepa
Bnaronornotutenem/[13BIT) C HHCTpYKIMEH IO MPUMEHEHHIO B
¢onsru // (I13/AJI) donery. Ilo | mayky KapTOHHYIO.
2 fnucTepa ¢ MHCTpYKLHUEH IO

NPHUMEHEHUIO B aukKy
KapTOHHYHO.

16 | Labeling / MapkupoBka According to ND / B cootsercTsru ¢ HJ

17 | Storage conditions/ Below 25 °C. / Ilpu Temnepatype He BbIwe 25 °C.

XpaHeHue

18 | Shelflife / Cpox roanocTm 2 vears / 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.

* [Ipn BLINYCKeE JIEKAPCTBEHHOro NpenapaTa KOHTPOJb Ka4ecTBa Mo nokasaTenio «MukpoGuosornieckasi
YHCTOTA» NPOBOJUTCS AN Kaxnoii 20-0#i cepuu, HIN AJsl OAHOH CEPHH B IOf, B 3aBHCHMOCTH OT TOrO, 4TO
HACTYIHT paHbIle.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

ITpumenanne: [Ipoaykr cooteercrByeT Tpebopanusm HJIT Jaxmouenue: OJOEPEHO

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

[Togrorosneno: Pravesh Rana | I[Iposepeno: Rampa Kant Onobpeno: Menemkep / PykosoauTtens
@i‘ a&t Manoj Kumar M

Ko
Reprint Date / Reprint Date / Reprint Date / e
Jara: 02.04.2024 Jlara: 02.04.2024 Jara: 02.04.2024
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Dr.Reddy’s ‘.o e
CERTIFICATE OF ANALYSIS 453 SR 5
CEPTHOUKAT AHAJM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaysT: Keropon™ Dkcnpece (ketoponax) TabneTkn, AHCneprupyemste B I0N0CTH pra, 10 mr

Batch No/ 1 V2400407 Batch Quantity / : 3500000 tab /

Cepns Ne O6beM cepHnr o= 3500000 Tab o
Analytical Report No / : 040002471943 Date of Analysis / : 02.04.2024
AHANHTHYCCKHH 0T4eT No Jara ananmza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026

JaTa npou3BoAcTBa I'onen no

Analysis performed according ND / Auanauz nposeagen mo HJI;
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, nameneune No2 or 11.11.2022)

Page 8 of 8/ C1p. 8 u3 8

APIname / Haumenoranne ADC: Ketorolac tromethamine / Keroponaka
TPOMETaMHH
INN/ MHH: Ketorolac / KeToponax
API manufacturer batch number /
Homep cepau nponssogirens ADC: e o
FP Manufacturer API Batch number /
HoMep cepun cybcranuun nponssoanTenn LJID: Rl
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ITponseoautens ADC, crpana: J-p Pennu'c JlaGoparopuc Jita., Unaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: Iponykr cooTsercTByeT TpeboBaursm HJT 3axurouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HNoarorornexo: PraveslyRana | ITposepeno: Rama Kant Onobpeno: Menenxep / PyxoBogurens
. Manoj Kumar A
Gl Qoued
Reprint Date / Reprint Date / { Reprint Date /
Jara: 02.04.2024 Jara: 02.04.2024 Hara: 02.04.2024




