Reddy's

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6
Vill. Khol, Nalezarh Read, Baddi,
Distt, Solan, H.P, 173 205, MDA

. i s s
Tl 481 ORLGE 5RDOLTY

e, direddys.con

CEPTHO®UKAT AHAJIU3A

Product : Ketorel Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Dxenpece (keropoaax) TabaeTku, AHCHEPIHPYeMEle B HOJIOCTH PIa, 10 mr

Market / Prinox :Russia / Poccus
Batch No / . ' Batch Quantity / . 36,00,000 tab /
Cepnsa Ne 1 V2502426 Obnem cepan © 36,00,000 1ab
Analytical Repo“rt No/ . 040003231252 Date of Analysis / . 92.12.2025
ARaTETH SecKul oTyer Ne JlaTa anannsa
Date of Manufacture / . 19/2025 Date of Expiry / . 112027
[Xata npouzpoACTBa T'ozen go

| Mfg. License No. / MA number: / '
T ponsBoACTEERNAS - MNB/05/263 numoer: . JII-Ne(004669)-(PT-RU)

Homep PY

JrHEensuss Ne

Analysis performed according ND: / Ananus nposenen mo HJ{: JITI-Ne(004669)-(PT-RU)-190224
PIL_yersion approved: / Huerpyknus yrsepsaena: 21.04.2025

Pagelof 11/ Cep. 1 A3 11

i: Test / ITokasarens Results / PesyanwTatel Specification / Hopma

1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets with "}
tablets with "[" debossed on one debossed on one side. / Kpymnble miockue
side. / Kpyriste nnockue TabneTky ¢ Qackoi, CBETIO-XKENTOro UBETa ¢
TabaeTkA ¢ gackoll, cremio- rpaBHpOBKOH «l» Ha ONHOH CTOPOHE,
KENTOrO HBETa ¢ IPAaBUPOBKOH
«» Ha 0HOH cTOpOKE.

2 Identification / Haenrndrkanna

Ketorolac / Kemoponax

Complies / CooTrercTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nmj. / Y-
CTIEKTPBI MOMOILERHA HCTIHITYEMOTO PACTEOPA H
pacTeopa craHpaprHoro ofpasma KeTOpo/iaKa
TPOMETEMHHA AOMKHB MMETh MaKCHMYMBI PH
ofHOH ¥ Toif e JHe BOHB! (+ 2 HM).

Remarks : The Product confirms to ND/

HConclusion ;: APPROVED /

IIpumeuanne: Hpogyxrr cooTseTcTByYET TpebonamusM HIT 3acmogenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / {|Approved by: Quality Assurance/Authorized person /
Monrorokacho: Pravesh lposepeto: Pardeep E {Iposepeno (AQOK): [|Omobpeno: Obecnevenue kauecTsa/OTBETCTBEHHOE
Rana 4 |iKxmiar Amit Kumar nKIE:

A ~ K
Date / Date / IDate / {|Date / R F,ow;; 1
Hara: 22.12.2025 Hara: 22.12.2025 Hata: 22.12.2025 Hara: i

ke

Hegistered Oflce: 5-2-357, ROBGE MG, 5, Ban|ale FIILS, Mydefabal - DUDISH TaIEngang, T

Tel: +91 40 4900 2560, Fax: +91 40 4900 2998, Email: mall@drreddys.com
CiN: [35195AP1584PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Disii. 3olan, H.B, 173 205, INGIA

Tal - +07 G165 SEO0L-0Z

CERTIFICATE OF ANALYSIS addivs
CEPTH(I)HKAT:AHWBA wiwrw Udrreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Dxenpece (keToponak) TablieTKH, ANCNEPrEPYeMble B NOJOCTH pTa, F0Mr
Market / Prinox vRussia / Poccus
Batch No / k Batch Quantity / ~ 36,00,000 tab /
Cepus Ne + V2502426 Qbnem cepun © 36,00,000 Tab
Analytical Repoj‘t No/ . 040003231252 Date of Analysis / . 92.12.2025
Ananurriecicnii oryer Ne Jara aganwKaa ]
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Hara npohigoacTBa Togen no
‘| Mfg. License No./ MA number: /
Hpouspo/cTBenRas . MNB/05/263 q Hmoer: < JITI-Ne(004669)-(PT-RU)
omep PY
Adnenzus Na
Analysis performed according ND: / Anasnns nposenen no HJI: JJII-Ne(004669)-(PI-RU)-190224
PIL version approved: / Hacrpyxuns yreepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

I;bo Test/ [foxazarens Results / PezynbTath Specification / Hopma
Complies / CootsetctyeT | 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 yhaepxkMBaHHA OCHOBHOIQ NHKa Ha
XPOMATOTpaMMe  HCRIBITYEMOro pacTeopa
HOIDKHO COOTBETCTBOBATh BPEMEHH
YIASpPXKHBAHIA OCHOBHOTO MHKa Ha
XpOMATOrpaMME  DacTeopa  CTAHZapTHOrO
ofpasua xeropoNiaka TpoMeramHHa (pasnen
«KonmecteeHHOE ONPEAENeHHER).
Remarks : The Product confirms to ND/ ' Conclusion : APPROVED /
Iipumeuanne: [IponykT cooTEETCTRBYET Tpebosanumy HIT Jarmwyenne: OXOBPEHO N
Prepared by / - Checked by / Checked by (AQA) / jiApproved by: Quality Assurance/Authorized person /
ITezroroBneso: Pravesh Tposepeno: Pardeep  |{[Iposepeno (AOK): || Onobpeno: Obecneyenne KagecTBa/OTBETCTREHHOE
Rana B Kumar ijﬁ Amit Kumar A~ TUIo: @{
s - 0w e
Hava: 22.12.2025 Tara: 22.12.2025 Hara: 22.12.2025 Hara:

RegIstered CHICE: B-dr33 7, Road [il. 5, Ratl[ate f, yeerabet - SVRISL IRlangaha, Thidls
4 Tel: +91 40 4900 2900, Fax: +91 40 4500 2959, Email: mall@drreddys.com
CIN: L85195AP1934PLLO04S07
www.drreddys.com




D, Reddy's Laboratories Ltd,
Formutation Unit-6

Vil Khol, Nalagarh Road, Baddi,
Distr. Solan, H.B, 173 205, INDiA

1N

CERTIFICATE OF ANALYSIS  7of: <91 28166 5500%.02

CEPTUOHKAT AHAJTH3A Wwwiw.drmeddyscom
-Prodinct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tiponysr: Ke’ropﬁn“’ Dxcapece (KeTopo/ak) TabreTKH, AHCHePrHpyeMbie B 10J0CTH pra, 10 Mr
Market / Poinox ~ :Russia/ Poccus -
Batch No/ . Batch Quantity / , 36,00,000 tab/
Cepra N2 $ V2502426 O6bem cepun " 36,00,000 1ab
Analytical Repnj't No/ © 040003231252 Date of Analysis / . 22.12.2025
L AHagmTatecknit orger Ne JlaTa anannsa _
Date of Manufacture / . 12/2025 Date of Expiry / . 112027
HJara npoussosxcrea Toaen xo
Mfyg. License No. / MA number: /
IipouseoAcTBenHas : MNB/05/263 H . . JI-Ne(604669)-(PT-RU)
omep PY
JHNeH3IHS No
Analysis performed according ND: / Anannz nposenen no HIA: JITE-Ne(004669)-(PT-RU}-190224
PIL version approved: / Hacrpykuns yreepxaena: 21.04.2025

Page3of 11/ Crp. 3 m3 11

i‘o Test / Tokalarens Results / Peayanrarthi Specification / Hopma
Butylhydroxyanisole / Complies / CooTeeTcTayeT The retention times of 2-butylhydroxyanisole and
Bymunzudporcuanuzon : 3-butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
{ butylhydroxyanisole and 3-butylhydroxyanisole
1 peaks on  the chromatogram of
butylhydroxyanisole standard solution
| ("Butylhydroxyanisole content" section). /
BpemeHa YHEPKHBAHHA HHKOB 2-
OyTHADMIPOKCHAHKS0JIA M 3-
OYTHATMADOKCHAHH3ONE Ha XPOMAToIpamme
HCOLITYEMOTo pacTsopa JOIDKHE!
COOTBETCTBOBATL  BPEMEHAM  YAGDKHBAHHS
nAkoe  2-OyTHnrHApokcHaMmsona H o 3-
GYTINITHAPOKCRAHMIONE HE XPOMATOTpaMME
pactBopa CTaHZAPTHOIO obpasua
oyrunrrapokcuanusona (pasaen «Coaepxarue
OYTHATHAPOKCHAHI30NAN),
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumesanne: [Iponyxr cooreeTcTRYET Tpebopanam HJ{ Iaxmpouenne: OJOBEPEHO 3
Prepared by / Checked by / Checked by {AQA)}/ ||Approved by: Quality Assurance/Authorized person /
HoxroTosneno: Pravesh Nposepeno: Pardeep  [|TIposepeno (AQK): {|OnoBpeno: Obecneyenne kavecTra/OTBETCTEEHHOE
Rana Kumar Amit Kurodr nung: ,
| 1 A @
e & f\ R /""’ rg
Date / Date / Date / fIDate / et b2l
Hara: 22.12.2025 Jara: 22122025 Hara: 22.12.2025 [ Hare:

Registered Office; 8-2-327, Road No. 3, Banjara Hiils, Hyderabad -

560034, Telangana, india

Yel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com

CIN; LB5195AP1984PLEN04507
www.drreddys.com




eddy’s

Dr. Reddy's Laboratories Lid,
Formulation Unit-6
VI, Khel, Naiagarh Road, Baddi,
Oistt. Solan, H.B, 173 205, INGHA
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CERTIFICATE OF ANALYSIS s drretys.com

CEPTHPHKAT AHAJIM3A
Product : Ketorol Express {ketorolac) Orally Disintegrating Tablets 10 mg
Mponywr: Keropoa® Ixenpece (keroposak) TableTkn, Aicneprapyemble B HOJ0cTE pra, 10 Mr
Market / Prmok B :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000tab/
Cepnn Ne > V2302426 Odbem cepun © 36,00,000 1ab
Analytical Repourt Neo/ . 040003231252 Date of Analysis / . 92122025
Anaﬂnrxq_ecxuu oTaer Ng Jdara anajm3a
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jlara npousBolicTea Topen no
Mfg. License No. / MA number: /
ITpoussoacTeenRas : MNB/05/263 numoer: . JIEI-Ne{004669)-(PT-RU)
Howmep PY
Jeneniunsg Ne ,
Analysis performed according ND: / Asanuz nposexen no HA: JHI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Huacrpyknns yreepxaena: 21.04.2025

Pagedof 11/ Crp. 4 ma 11
1;3 Test / IlokazaTens Results / PeaynsTate! Specification / Hopma
3 Average weight / Cpegnnsn 70.0 mg / 70.0 mr 67.2mg to 728mg (70.0mg = 4.0%) /
Maccea Or1 67,2 Mr po 72,8 Mr (70,0 mr £ 4,0 %).
18/20 tablets - not more than + 10%:;
Uniformity of weight / 2/20 tablets - not more than = 20%. /
Oni;znmtj;c ag . Complies / CooTeeTcByer 18/20 rtabnerox -~ we OGonee *10%;
AHOPOAHOCTE MACCLE 2/20 rabnerox — ne Gonee + 20 %.
4 Disintegration time / 00 min 30 sec / 00 muu 30 cex Not more than 3 min, / He fonee 3 Mun,
Pacnapaemocrs
5 Dissolution / Pacrsopenne Unit-1/ Tabn-1 100 % Not less than 75 % (Q) of CisHisNOa+CyH 1NGs
: , (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Tabn-2 100 % 75 % (Q) CisHisNOs»CH;NO; (xetoponaxa
Unit-3 / Tadn-3 162 % TPOMETAMUE) Uepes 15 MUH. -
Unit4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabu-6 99 %
Remarks : The Product confirms to NI/ Conclusion : APPROVED / }
{Ipumeqanue: Ilponykr cooTseTcTBYET TpeGoBanusM HJT 3amiouenne: OLOBPEHO
{[Prepared by / " IiChecked by / Checked by (AQA) 7 ||Approved by: Quality Assurance/Authorized persori/
Toparorosaero: Pravesh [Iposepeno: Pardeep |{Hposepeno (AOK): 1#Onobpero: Obecneuchue xauecTBa/OTBETCTBEHHOE
Rana # Kumar Amit Kumar AHLIO:
| ! ’&L N -V
. = 5‘ Nl :
[Date / Date / Date / Date / PSR E A
Jlarta: 22,12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara:
w“"ﬁﬁgmﬁhb. Tt Pp FAGIEIT] l;u. = an;:uss TITITSY Tt mugﬁ.m, ihaeri-a

'TeE: +91 40 4900 2500, Fax: 491 40 4900 2859, Email: mail@drreddys.com

CiN: L85195AP 1984PLCDDA507
www.drreddys.com




CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJII3A

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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.B, 173 305, ikDIA
Tl - o= [ o ote *:5001"92

IRy
1L YL HEibl s

wivvidireddys.com

Product : Ketoro! Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxr: Keropon® Ixenpece (kxeroponax) Tabiierks, AHCHEprApYesble B H0J0CTH pTa, 10 Mr

ANXanaTHYecKHi oTyer Ne

JlaTa apannia

Market / Prinox :Russia / Pocens , ]
Batch No / ) | Batch Quantity / . 36,00,000 tab /

Cepus Ne : V2502426 O6bem cepan °36,00,0600 Tab

Analytical Report No / - 040003231252 { Date of Analysis / . 2212.2025

JIHEeHIHE No

Date of Manufacture / . 12/2025 Date of Expiry / . 1172027

Jlara npoNiBoAcTBA T'onen mo ]

Mfg. License No. / MA number: /

pousgogcTBEHBAR : MNB/05/263 Howmep PY 1 JIIENe(004669)-(PI-RU)

Analysis performed according ND: / Anaans nposeaen o HII: JIE-Ne(804669)-(PT-RU)-190224
PIL version approved: / Hucrpyknus yreepxaera: 21.04.2025

PageSof 11/ Cyp. Swus 11
i’o Test / ITokazatens Results / PeayasrarTht Specification / Hopma
6 Particle size distribution / Complies / CooteeTcTRYET A uniform suspension passing through a 710 pm
HNucneperocrs sieve is formed. / OOpasyerts OBZHOpOAMan
CYCDeH3KA, RNPOXOAFINAT CKBO3R CHTO €
pasmepom oTeepcThit 710 MEM. '
7 Impurities / IIpumecu
1-hydroxy analog of Below LOD {(LOD = 0.0010 %)/ | not more than 0.5 %; / se donee 0,5 %;
ketorolac: / Hmxe npenena ofuapyxenus
1-ruapokcuananor (10 = 0.0010 %)
KETOpONaKa
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He Gonee 0,8 %;
1-KeToaHanor KeToposaKa
unidentified impurity / 0.04 % not more than 0.5 %; / #e Gonee 0,5 %,;
ENHHHYHAS
HEHIERTHDHLHPOBARHAS
NpUMEch
total impurities / 01% not more than 1.0 %. / ue Gonee 1,0 %.
CYMMa npuMeced

Remarks : The Product confinms to NI/
ITpumeuanne: Hpoaykr coorBercTByeT TpeboBanusM HIT

Conclusion : APPROVED /
Jaxmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) 7 |[Approved by: Quality Assurance/Authorized person /
ITonroTosneno: Pravesh [IpoBepeHo: Pardeep Mposepeno (AQK):  H1OnoBpero: Obecneucrue kauecTsa/OTBETCTBERHOE
Rana ' Kumar Amil Kamar THILED:
5 : AN
'd
x!’ c::.i"g" 2\‘”’:«/’ ' ﬁé)

Ik — e
Date / Date / Date / Date / U9 wtnritse B
Hara: 22.12.2025 Jara: 22.12.2025 Hara: 22.12.2025 JTlata:

"FCLRieren GHILE: Bri-307, Rous e 5, Baars P, P a petl = oo sty TR T

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, £mall: mail@dmreddys.com

CiN: 1.35195AP1984P
www.drreddys.

LC004507
com




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

Vitk. Khol, Nalagarh Road, 8adds,
Driety Cghn HP, 173 205, iNDIA

ddy’s

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIM3A

Product: Ketorol Express (keforolac) Orally Disintegrating Tablets 16 mg
poxyrr: Keropoa® dxcapece (KeTopoaak) TabaeTku, AHCHEPTEPYEMbIL B OJIOCTH P4, 10 mr

Market / Priiox ;Russia / Pocema

Batch No / . Batch Quantity / . 36,00,000 tab /
Cepua Ne - V2502426 Oﬁj_i_.eM CepHI T 36,00,000 Tad
Analytical Repourt No/ . 040003231252 Date of Analysis/ . 9212.2025
AdaaTH9eCKHH oraer Nb Jara agagnza

| _I)gtg: of Manufacture/ . 12/2025 Date of Expiry / . 11/2027

| Aarts nponisoaeTsa T'onen ao
Mfg. License No. / MA number: /
ITpoussoacTBenEan « MNB/05/263 ! » JHI-Ne(004669)-(PT-RU)

Homep PY
| aunenzns Ne

Analysis performed according ND: / Aranuz nposeaen no HJI; JII-Ne(004669)-(PI-RU)-190224
PIL version approved: / MacTpykuus yrpepsgaenas: 21.04.2025

Page 60f 11/ Crp. 6 n3 11

I;.f Test / IlokazaTens Results / PesynnraTh! Specification / Hopma

8 | Water content / 24 % Not more than 7.0 %. /
Coaepixanne BOAb! He Gonee 7,0 %.

9 Residual solvents / OcraTounble OpranHYecKie pACTBOPUTE/IH
Isopropyl alcohol / 6 ugitab / Not more than 350 pg/tab. /
H3onpornaHos 6 Mir B TabneTke He 6onee 350 mkr B Tabnerxe.

Remarks : The Product confirms to NI/ B Conclusion : APPROVED /
Hpumeyanue: [Ipogyxt coorsetcTayeT Tpebosanuam H]J 3axntoyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ || Approved by: Quality Assurance/Authorized person /
Ioarorosnexo: Pravesh Mponepeno: Pardesp  |{TIponepeno (AOK):  |lOnobpeno: Obechedenne xauecTsa/OTBeTCTBEHHOE
Rana Kumar Amit Kumiar JTHLO; ;
¢ <l = 2 |
& : |
Date / Date / Date / Date / 9D P Lot
Lara: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara:
Regintered OMcel E-0-30 7 ROEt TaL. ot ToaT ST e TEin, ‘Wa!m?}?!ﬁ ROoeE i?:'i’?‘fg"‘lu SER T

Tel: +97 40 4500 2540, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN; L35195AP1984P1.COGA507
www.drreddys.com




reddy’s

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khal, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 £8166 56001-02
CERTIFICATE OF ANALYSIS |\ drreddvs.com

CEPTHOHKAT AHAIH3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HIpoaykr: Keropon® Dxenpece (xeroponak) 1a01eTKH, AHCHEpIHPYeMbie B MOJGCTH pTa, 10 Mr
Market / Poinox :Russia / Poccus .
Batch No / ) Batch Quantity / ~36,00,000 tab/
Cepns Ne + V2502426 Obnem cepry * 36,00,000 Ta6
Analytical Repoj-t No/ - 040003231252 Date of Analysis / . 22.12.2025
AHannTHMecKkHi oTueT Ne Jara anannia
Date of Misnufacture / - 12/2005 Date of Expiry / . 11/2027
| Jara npomsoacrea Fogen xo
Mfg. License No. / MA number: / ‘
IXpoussogcTBEHHAR : MNB/05/263 : o JII-Ne(004669)-(PT-RU)
Homep PY
JuueH3ng Ne
Analysis performed according ND: / Auanus nposeaen no HJE: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuns yrsepxaena: 21.04.2025

Page 7 of 11/ Crp. 7 m3 11

i.: Test / Tloxaszaréns Results / Pesynurarht Specification / Hopma
10 Microbiological purity*/ Mukpobuoaoruueckas yucrora* R
Total Aerobic Microbial 1 NA 1 not more than 10° CFU/g; /
Count / obuiee 4ucno | me Gonee 10° KOE/r;
a3poOHBIX MHKPO-
OPTaHHKIMOB
Total Combined Yeast and NA | not more than 10? CFU/g; /
mold count / obuiee uucio e Gonee 10 KOE/;
IAPOXKEBBIX M ILIECHEBBIX
rprbos
1 Escherichia Coli NA shell be absent in 1 gram. /
orcytcTBHe B I I
13 Uniformity of dosage units / 7.3 Acceptance value {4 V) not more than 15.0
OnHoponwecTs TMoxazatens npuemiemoctd (4V) pomked ObiTk
JONPOBAHHBIX EAHHHULL He Bonee 15,0.
Remarks : The Product confirms to ND/ - [Conclusion : APPROVED /
Opumeuanue: [ponykr cootsercTByet Tpebopanmam H] Jakmouenne: OJOBPEHO
Prepargd by! Checked by / ' {Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Tloarororneso: Pravesh Hﬂp,psc_peu‘a: Pardeep |[[Iposcpero (AOK): |[Onobpeno: ObecnieyeHns kagecTsa/OTBETCTBEHHOE
Rana 7 Kumar {{Amit Kumar THI1L0: i
J sl e @
Date / Date / ' Date/ Date / Q/;A 9 20
Tara: 22.12.2025 Tara: 22,12.2025 Hara: 22.12.2025 Tara:
) FEER Iy CTEE S 2os 87, ROa0 100 S, Bty mits, Ry TR = St reremans,

Tel: +91.40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.cam
CIN: L35195AP1984PLCO0AS07
www.drreddys.com




eddy’s

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vilt. Kho!, Halagarh Road, Baddi,
Disti, Kolan, H.P, 172 205, INDIA

Tel : +01 §818¢ 56001-02

CEPTHOUKAT AHAJINIA

www dreaddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iposyecr: Kevopoa® Dxenpece (ikeroponak) TabreTk, iucHepry pyembre B onocTy pra, 10 mr

Market / Pusok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepua Ne 7  Vas02426 Obbem cepun ~_36,00,000 Tab

Analytical Report No / . 040003231252 Dateof Analysis/ . ) 15 505

AnanurHdeckuii oTyer Ne Jara anaanza .

Date p_f Manufacture / . 12/2025 Date of Expiry / - 112027

Jara sipoisonersa Fonen no

Mfg, Licemse No. / | MA nu ber: /

IlpomspojcrREenHasn » MNB/05/263 : moer: 1 JHI-Ne004669)-(PT-RU)
o Homep PY

mwbensinn Ne

Analysis performed according NI / Anannz nposenen no HJY; JIH-Ne(004669)-(PI-RU)-190224
PIL version approved: / Mncrpyrnus yrsepagena: 21.04.2025

Page8af11/Crp. 8 m3 11

i‘f Test / TToxazaTens Results / Pesyasrarni Specification / Hopma
12 Assay / KonuuecTBesHoe 99 mg/9.9Mr From 9.0 mg to 11.0mg
oripejlenere {99.0 %) CsHisNO3*C4H | 1NO; (ketorolac tromethamine)
(from 90.0 to 110.0% of the label claim) per
tablet, ! Ot 8,0 Mr jils] 11,0 mr
CisHisNO»CiH (NO; (xeToponaka
Tpometamud) (ot 90,0 no 1100 % or
324BJIEHHOND KOJBdecTsa) B Tabrerke.
13 Butylhydroxyanisele 0.0943 mgftab / Not less than 0.042 mg/tab. /
content / Coaepmanwe 0.0943 Mr B Tabnerke He menee 0,042 mr e Tabnerke.
CyTHArMAPOKCHARKIONA

Remarks : The Product confirms to ND/ o ] Conglusion : APPROVED/ 1
fipumesanne: IIpoxykr cootseteTByeT Tpebosanmam B 3acmovenne: OHOBPEHO
Prepared by / Checked by / Checked by (AQA) / {|Approved by: Quality Assurance/Authorized person /
[ozrororneHo: Fravesh ITpopepeno: Pardeep  |iTiposepeno (AOK). ||Oaobpesc: Obecnedenue katecTea/OTBETCTREHHOE
HRans / HKamar Amit Kumar AHLO;
y Qﬁ—*”- " 6«1‘?
s A é :Mw’m - i 2
Date / Date / Date/ Date / 701000
Hara: 22.12.2025 Hara: 22.12.2025 Jiara: 22.12.2025 Hara: '

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4200 2900, Fax: +81 40 4900 2939, Ermail: mail@drreddys.com

CIN: LB5195AP1984PLLO045Q7
wyw.drreddys.com




Dr. Reddy's Laboratories Ltd,
Formutation Unit-6

vilt. Khol, Mziagerh Road, Baddi,
Diger, Solan, H.P. 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOHIKAT AHAII3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (keToponak) Taberku, Aucneprapyemeie B HOJOCTE pTa, 10 Mr
Market / Prinox :Russia / Poccua
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepm: Ne + V2502426 O6bem cepHM © 36,00,000 tab ]
Analytical Report No / . 040003231252 Date of Analysis/ ., 15 5995
ARanprusdecknit oruer No JRara anannsa
Date of Mlanufacture / . 1272025 Date of Expiry / . 112027
Aara npomBogcraa Topen o
Mfg. License No. / MA number: /
Upouszsogcersensan : MINB/05/263 ' ; JIT-Ne(004669)-(PT-RU)

Homep PY

JHnensHn No
Analysis performed according ND: / Anaaus npogeaen no HIT: JIH-No(004669)-(PY-RU)-190224
PIL version approved: / Hucrpyknns yrsepxpesa: 21.04.2025

Pege9of11/Crp.9m3 1l

i‘? Test / Tlokazarens Results / Peaynbratht Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PAJAL/PE with
Onucanue YNaKoBKH (PA/AL/PE with | desiccant/BDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / [To 10 TaGnerok B Gaucrepe uz
information leaflet in a carton | (IIAJAJVIIZ ¢ snaronornoTHTened/TIDBIT)
pack. / Ilo 10 Tabnerox 8 | doaeru N/ (TID/AJ} domern. o 1 wnu 2
bnucrepe w3 (ITAJAJUIID c | Onucrepa BMECTE € JHCTKOM-BKAGBIOEM B
BraronornoTHrenem/TIZBIT) fa4Ky KapToHKEYIO.

doasru // (T13/AM) doneru. Tlo
2 Gnucrepa BMECTE C JIHCTKOM-
BIUTA/IBILIIEM B [ayKy
KAPTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* [Ipi BLIDyCKe JIEKapCTRERHONO PENAPATA KOHTPOL KAYECTBA N0 NoKazaTeno «Murrpo6Boaornydeckan
HHCTOTA» NPOBOAKTCH ANA KamaoH 20-0i cepHH, MIH A0S 0AHOR Cepli B I'GA, B 32BHCUMOCTH OT TOIO, HTO

HACTYIHT padLiie.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuansne: Iponykr cooTeTcTBYeT Tpebosanuam HI 3arnwienune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / {|Approved by: Quality Assurance/Authorized person /

| [toproTosneno: Pravesh {iposepeno: Pardeep  (|ITpogpipeno (ACK): |[Onrobpeno: Ofecnevense kavecTra/OTBETCTBEHHOE
Ranz # Kumar Amit Kumar JEULIO: it
g = é N e

Date / Date / Drite / Date / 99 Belosd
Hara: 22.12.2025 Mara: 22.12.2025 Hara: 22.12.2025 Flara:

e ETISIA B LRI, G, Al TG 3, T TS, AV - S Tela T aTE, T
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, tmail: mail@drreddys.com
CIN: L85195AP1884PLCO0AS0Y
www.drreddys.com




Dr. Reddy's Laboratories Ltdh,
Formulation Unit-6

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

Tel 1 +81 20166 5600182

CERTIFICATE OF ANALYSIS  \,w.drreddys.com
CEPTHOHKAT AHAJIH3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropoa® Ixcmpece (keToponak) TabaeTKH, ARCHEPIHpYeMbie B HOJOCTH pra, 10 mr
Market / Prinox :Russta / Poccus
Batch Ne / . | Batch Quantity / . 36,00,000 tab /
Cepusa Ne + V2502426 Ob0bem cepru ' 36,00,000 Tab
Analytica! Report No / 040003231252 Date of Analysis /. 5, 15 3025
AnajurH Seckni oryer N Jara apanunsa
Date of Mianufactare / . 12/2025 Date of Expiry / . 112027
Hara npoR3gogcTBa _ Topen po
Mig, License No. / MA pumber: /
Ipoussogcreennasn : MNB/05/263 H ) ; JII-Ne(004669)-(PT-RU)
omep PY
nugensust No
Analysis performed according ND: / Axanus nposenen no HJE: JIEE-Ne(004669)-(PT-RU)-190224
| PIL version approved: / MucTpyknus yrsepxaeHa: 21.04.2025

Page 10 of 11/ Crp. 10 a3 11

API name / Hanmenopanre AOC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

Howmep cepuu cyGeTasHM TPOH3BORHTEIN
IJId:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSH001415
Homep cepan nponssognrens ADC:
FP Manufacturer API Batch number /

FESAQ0171

API Manufactured by & country /
IIponzeoqurent ADC, cypana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penmu'c Jlaboparopuc Jltn., Hugus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HanmeuoBzauue, agpec, JAUHEH3NNA LI
poussopcreennan naomanka / Haomazxa
KORTpOJd KadecTsa [ Ilnoiaska BeinycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan {HP) 173205, India (license No
MNB/05/263) /

A-p Peann’c JlaGoparopuc Jita., YUamua, [lpoussoacrsennos
monpasaenenue-0, Buni. Kxone, Hanarapx Poya, Banan, JiucTpuxe
Conan, X.I1., 173205, Hupus (nuuensus nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Euragian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Furasian

Economic Union is established».

'Remtarks : The Product confirms to ND/ Conclusicn : APPROVED /
Npumegaune: Tponykr cooteeTctayeT Tpeborannam H Jaxnwyenne: QJOBPEHO
Prepared by / Checked by / Checked by (AQA}/ {|Approved by: Quality Assurance/Authorized person/ 1
Tlonrorosneno: Pravesh fporepeno; Pardeep  j[TIposepeno (AOK): ||OnoGpeno: Obecnenenne kauecTsa/OTBETCTBEHHOE
Rana ' Kumar Amit Kumar nHOO: .
‘%“ f\ g/{&’k _ %ﬂ
| - : L ' I
Date / Date / Date / Date / 0.0-10rh82l
Hara: 22.12,2025 Hara: 22.12.2025 Hara: 22.12.2025 Iara;
T Ered o B S Roat /T Berar e s, e T T e e e e T T S r e o

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mall@drreddys.com
CIN: (85195AP1984PLCO04S07
www.drreddys.com




eddy’s

Or. Reddy's Labaratories Lid.
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Satan, H.P, 173 205, INDIA
Tel:+31 GUI66 5500102

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOWKAT AHAJIH3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilponyxr: Ketopon® Jxcnpecce (keroponak) rabaerky, JAcHeprupyemete B RonocTH pra, 10 mr
1 Market / Prinok :Russia / Poceny
Batch No / i Batch Quantity / . 36,00,000tab/
Cepua Ne F V2502426 Ofvem cepun " 36,00,000 1ab
Analytical Repog‘t No/ . 040003231252 Date of Analysis / . 22.12.2025
AnanuTHaecKHi oraer No Jara AHANK3A
Date of Manufacture / . 12/2025 Date of Expiry / . 112027
| JlaTa npoR3BoaCTRA Tonen mo
Mfg. License No./ MA number: /
Ipouseoacreenuan : MNNB/05/263 ' : JITI-Ne(004669)-(PT-RU)
Homep PY
JHueH3ns No
Analysis performed according ND: / Ananus nposegen no HI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mncrpykuua yreepsxena: 21.04.2025

Pagellof11/Crp. 11 ma 1l

3axinoueHre 0 cooTBeTCTBRA: «HacToMIMM S TOATBEPKAAI0, YTO INPHBEACHHAS BbIUEC MHQOPMALIMS FBIAETCA
NOCTOBEpHOH M ToyHOM. DTa cepus NPOAYKIMH NpPOM3BeAeHa (BKIMIOYAS YIIAKOBKY (MapKUpOBKY) M KOHTPOJIb
Ka4ecTBa) HAa BHIIEYKAa3aHHOW INPOM3BOACTREHHOHN IINOHIaAKE (IIOINAAKaX) B IIOMHOM COOTBEICTRHM C
Tpeborarmamu [Ipapun Hapnexautedl NPOH3BOACTBEHHOH NpakTHKH EBpaszuiickoro 3KOHOMHYECKOIO COM3a H
TpeGOBaHHAMM KOHTPOIL KaueCTBa JEKapCTBEHHBIX CPEICTB, 4 TAKXKe B COOTBETCTBHEM CO CHEeRH(DHKALHAMH,
CONEPKAIIMMHUCH B PEFHCTPALHOHHOM JOChE CTPAHBI-HMIIOPTEpa. 3aNUCH 10 NPOH3IBOACTRY, YIIAKOBKE H aHAIH3Y
NPOBEPEHS!, B YCTAHOBNIEHO MX CcooTsercTBHe TpeGosauusaM Ilpasun Haqnexauwmed HpousBoACTBCHHON MPAKTHKY

Enpasuitckoro sKOHOMHIECKOTO COI03aY.

Remarks : The Product confirms to ND/
Hpumeuanne: [pogyxr cooreercTByeT Tpebosaguam HJ

Conclusion : APPROVED /
3axmouesne: OZOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person / 1
Ioarorornero; Pravesh [Tposepero: Pardeep  ||Tlposepero (ACK): [jOnobpeno: Obecnieyerne kayecTna/OTBETCTEEHHOE :
Rana /f Kurnar Amit Kumar ,\_ I LG ﬁﬁ‘

Date / Date / Date / Date / IRy e

Jlara: 22.12.2025 Hara: 22.12.2025 Hata: 22.12.2025 Nata: -

Registered Otiice: B-2-327, Road NG 35, Ganjare Bilis, Fydarapad - soousa, TelanEang, e

Tel; +91 20 4900 2800, Fax: +51 40 4900 2998, Emall: mail@dmeddys,com
CIN: L85195AP1984PLCO0A507

www.drreddys.com




