Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

vww . grredcys.cam
1L ASEE =

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (keroponak) TabieTin, ARCHEprapyeMbie B HOJIOCTH pTa, 10 mr

| Market / Poinox :Russia / Poccus
Batch No / N Batch Quantity / . 3600000 tab / .
Cepus Ne a2 O6uem cepun * 3600000 Ta6
Analytical Report No / . 890001801608 Date of Analysis / . 31.03.2025
Ananurnueckui oTyer Ne Jara aHaH32
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jara npon3BoacTBA Tonen 10
Mfg. License No. / . .
IIpouspoacTBeHHAsE : MNB/05/263 MA number: / . JIT-Ne(004669)-(PT -

Homep PY RU)

JHnen3us Ne

Analysis performed according ND: / Aranns nposenen mo HJT: JIIT-Na(004669)-(PT-RU)-190224

No

N Test / [ToxazaTesn

Results / PesyaeTaTbi

Pagelof9/Crp.1u39
Specification / Hopma

1 Description / Onucanne

 Identification / HaenTnduxauua

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrneie nnockue
Tabnetku ¢ gackoii, ceeTno-
IKENTOro LBETa C TPABHPOBKOM
«i» Ha onHOI cTopoHe.

Light yellow round- flat beveled tablets
with "|" debossed on one side. / Kpyrnsie
wiockue TabneTkd ¢ ¢ackoii, CBETIO-
KEeJITOr0 LBeTa C IpaBMpoBKOi «l» Ha
OIHOM CTOpOHE.

Ketorolac / Kemaponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / VY®-cnekTpbl MOMMOLICHHA
MCILITYEMOrO pacTBopa M pacTBopa
craugaptHoro  ofpasua  KETOpoOJaka
TpPOMETaMUHA JOJDKHBI UMETH
MaKCHMYMbI NP OJHOM M TOH e JUTHHE
BOJIHBL (£ 2 HM).

Remarks : The Product conforms to ND/

Ipumeuanue: [Tponykr coorseTcTBYET TpebopanuaM HJT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: Santosh Kumar Iposepeno: Pardeep Kumar | Omo6peno: Menenxep / Pykogoantens
Maurya N \J} Amit Kumar AL =
p— geTm—— I
I
Reprint Date / Reprint Date / Reprint Date / :
Hata: 31.03.2025 Hara: 31.03.2025 JHara: 31.03.2025

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

Giplr LBRLOBARLRRIRLCONASNT
www.drreddys.com




Dr.Reddy’s “g“

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 ’
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJM3A

Tel : +91 98166 56001-02

swon drreddyus.com

'Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponykr: Keropon® Dxrenpece (keToponak) TabaeTky, gucneprupyemsie B NOJOCTH pTa, 10 mr

Market / Prisok :Russia / Pocenst
Batch No / ) Batch Quantity / . 3600000 tab /
Cepus Ne V2R3 Ob1em cepur " 3600000 Tab
Analytical Repo:‘t No/ . 890001801608 Date of Analysis / . 31.03.2025
AHagaTHUecKHH oTyeT Ne JaTa anaaM3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JaTa npou3BOACTBA Togen go
Mfg. License No. / . o <
Ipon3soacTBenHasn : MNB/05/263 IB;IA nullr;;)’er. d 2 JRIII};N"(004669)-(PI h
auuenzus Ne omep E
Analysis performed according ND: / Anamw: nporenen no HJI: JII-No(004669)-(PT-RU)-190224
- e 5 Page2 of 9/Crp.2 3 9
i:) Test / Tloka3zateas Results / Pe3yaLTaThbl Specification / Hopma

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). / Bpems ynepXHBaHAR
OCHOBHOTO TNHK4 Ha XpoMaTorpamme
HCHBITYEMOTO pacTBOpa LNOJDKHO
COOTBETCTBOBATh BPEMCHU YACPKUBaHMS
OCHOBHOTO MHKa Ha XpoMaTorpamme
pacTBopa CTaHAAPTHOTO obpazua
KeToponaka  TpoMeTaMuHa  (pasjgen
«KonuuecTseHHOE OTpeNeIeHHeN).

Remarks : The Product conforms to ND/

ITpumevanue: [Tponykr cootseTcTByeT Tpebopanuam HIT

Conclusion : APPROVED /
Zagmogenne: OJOBPEHO

Prepared by /
IonrorosneHo: Santosh Kumar

Maurya ﬁ,

Checked by / )
IIpoBepeno: Pardeep Kumar

sl

Approved by: Manager/Executive /
Ono6peno: MeHemxep / PykopoanTesib
Amit Kumar l

N

-
3

Reprint Date/
Hara: 31.03.2025

Reprint Date /
THara: 31.03.2025

Reprint Date /
IMata: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S195AP1384PLLC0O04507

www.drreddys.com




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIH3A

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
ww\vdrreddys.com

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

ponyxr: Kertopon® Ixcnpecc (KeTOpoaaK) TA0METRH, AHCIEPrHPYeMble B MOJIOCTH PT4, 10 mr

Market / Peinok :Russia / Poccus

Batch No / ; Batch Quantity / ~ 3600000 tab /

Cepus No = Y2200052 O65beM cepHH " 3600000 Tab

Analytical Repo:'t No/ - 890001801608 Date of Analysis / . 31.03.2025

AHanuTneeckHi oTyer Ne JaTa aHajiH3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jata npou3BoacTBa Togen 10

Mfg. License No. / :

ITpon3BoxcTBeHHAR : MNB/05/263 IIEIIIA nu';;er' / : RMI'N9(004669)-(PF'
AMueH3HA Ne omep v

Analysis performed according ND: / Ananuns nposeaen no H/I: JIH—.N‘:(OO4669}»{’PI‘-—R§)—I9!]224

Page3of9/Crp.3 n3 9

1;: Test / Iloka3aTens Results / Peaynsrarsi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuanuson butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

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). / Bpemena
YIEepKUBAHHUA TTHKOB
2-6YyTWIrHApOKCHaHH30IT2 "
3-6yTHNTH/IPOKCHAHU30NA Ha

XpoMaTorpaMMe MCIBITYEMOIO pacTBOpa

JIOJDKHBI  COOTBETCTBOBATb  BpEMEHAM
YICPKUBARHA ITHKOB
2-Gy LWl AUPURLAANASUIIA n
3-6yTMNITHOPOKCHAHHU301a Ha

XpOMaTOrpaMMe pacTBOpa CTaHAPTHOrO
obpasua 6yTWIryAPOKCHaHA30MA (pasien
«Conepxanue
OYTHITHAPOKCHAHH30IaY).

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykt coorseTcTBYeT TpeGoBanusm HJ{

Conclusion : APPROVED /
Saxaouenne: OJJOBPEHO

Prepared by /
[Toaroroeneno: Santosh Kumar

Maurya @
g .

Checked by /
IIposepeno: Pardeep Kumar

M=

Approved hy: Manager/Fxecutive /
Ono6peHo: Menemkep / Pykooaurens
) Amit Kumar s

N~ e

Reprint Date /
Hata: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India’
Tel: +91 40 4500 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

GIMN: LEELREARTARARI CNNASNT
www.drreddys.com




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

CEPTHOHKAT AHAJI3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Iponykr: Keropoa® Jxcnpece (keroponak) TabneTkn, ucneprupyemsie B nofoctx pra, 10 mr

Market / PoiHOK :Russia / Poccust
Batch No / > Batch Quantity / . 3600000 tab /
Cepus Ne 2S00 O6nem cepru * 3600000 Tab
Analytical Report No / . 890001801608 Date of Analysis / . 31.03.2025
Anannruaecksii oryer Ne IllaTa aHaH3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npon3BoACTEa Togen o
Mfg. License No. /

MA number: / _ JITI-Ne(004669)-(PT"-
TIpouseoacrsennas : MNB/05/263 Homep PY " RU)

auuensug Ne

Analysis performed according ND: / Anaauz npoeenen mo HJI: JHI-Na(004669)-(PT-RU )-190224

No

Results / PesybTarsl

_Pagedof9/Crp.4m39

OnHopoOXHOCTH MACCHI

Ne Test / IlokaszaTens Specification / Hopma
3 Average weight / Cpenxas 69.5 mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg % 4.0 %). /
macea . Ot 67,2 mr zo 72,8 mr (70,0 Mr = 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than =+ 20 %. /
18/20 tabietox — He 6Gonee + 10 %;
2/20 Tabnerok - He Gonee £+ 20 %.

4 Disintegration time /
Pacnagaemocthb

00 min 13 sec/ 00 mun 13 cex

Not more than 3 min. / He 6onee 3 Mun.

Unit-1/ Ta6n-1
Unit-2 / Tabn-2
Unit-3 / Tabn-3

5 Dissolution / PacTBopenue

102 % Not less than 75% (Q) of
101% C1sHi3NO;3*CsH | 1NOs (ketorolac

tromethamine) in 15 min. / He menee
97 % 75 % Q) CisH13NO3+C4H1 1 NO3
(keTOpOJiaka TPOMETaMHH) depes 15 MUH.

[Ipumeyanne: [IpoRykT cooTBeTCTBYET TpeGoBanuaM H

Unit-4 / Tabn4 97 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 . 99 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zakarouenue: QNOEPEHO

Prepared by / Checked by /
IonrorosneHo: Santosh Kumar

IIposepeno: Pardeep Kumar
Maurya @V J g

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykoroguresib

Amit Kumar T =
e

Reprint Date /
Hata: 31.03.2025

Repriut Date /
JHara: 31.03.2025

Reprint Date / ‘
Jlata: 31.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiils, 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 ‘%.'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJTH3A

Tel : +91 98166 56001-02

vt drregys.com

Product : Ketorbl_Express (ketorolac) Orally Disintegrating Tablets 10 mg

IMponyxr: Keropoa® 3xcnpece (keTopoiak) TabaeTkH, AHCHEPrHPYEMbIe B MOJIOCTH pra, 10mr

Market / Prinok :Russia / Poccns

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne s V2500532 O6neM cepuH ' 3600000 Tab
Aualytical Report No / 890001801608 Date of Analysis/ . 39 g3 3025
AHanHTHYeCKHH oTueT No Hdata anaausa

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Jara npon3BoACTBA T'ozen oo

Mifg. License No. / ] o
IlpousBoacTBEHHEAN : MNB/05/263 MA number: / : JII_I'N'(004669)-(PF-

Homep PY RU)

_nunensua Ne

Analysis performed according ND: / Ananus nposeges no HJI: JII-Ne(004669)-(PT-RU)-190224

PageSof9/Crp.Su39

§.o° Test / TlokazaTenas Results / Pe3yabTaTbt Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpasyerca
OMHODOAHAS CYCTeu3Hd, TPOXOAAWAST
CKBO3b CHMTO C pa3sMepoM OTBEpCTHH
710 MkM.
] 7 Impurities / Ilpumech
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / ne 6onee 0,5 %,;
ketorolac: / / Hinxe npegena
1-rHAPOKCHAHANIOT KOJTHYECTBEHHOrO OlIpeneseH s
KeTopoJiaka (TIKO = 0.0032 %)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / ue 6onee 0,8 %,;
1-keToaHanor keToponaKa
unidentified impurity / 0.02% not more than 0.5 %; / ac 6onee 0,5 %;
eAHHUYHAS .
HeMIeHTHOUUHPOBAHHAN
npuMech
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
CyMMa MpuMeceH
8 Water content / 23% Not more than 7.0 %. /
CopepkaHHe BOABI He 6onee 7,0 %.

Remarks : The Product conforms to ND/ .
ITpumeyanue: [Tpoaykr cooTBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Baknouenne: OJJOBPEHO

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

[oarorosneso: Santosh Kumar |Iposepeno: Pardeep Kumar | Omobpeno: Menemkep / PykoBoaurens

Maurya & { Amit Kumar L
=t NK -

Reprint Date / Reprint Date / Reprint Date / 3

Hara: 31.03.2025 Jara: 31.03.2025 Jara: 31.03.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Réddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJINU3A

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally i)i_sintegraﬁng Tablets 10 mg
Ipoayxr: Keropon® Dxenpece (keToposak) TabaeTis, ANCHeprupyeMbie B M0JI0CTH pTa, 10 Mr

| Market / Puisok :Russia / Poccust
Batch No / » Batch Quantity / ~ 3600000 tab /
Cepus Ne IR O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 890001801608 Date of Analysis / . 31.03.2025
Ananarayecknii oTuer Ne IaTta ananu3sa
Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027
Jara npousBoacTBa T'ooen no
Mfg. License No. / ) o
ITpousBoacTBCHHAR : MNB/05/263 MA number: / : CIELE DR

Homep PY RU)

Jaunensus Ne

Analysis performed according ND: / Anaans nposejten o HII: JITI-Ne(004669)-(PT-R11)-190224

~ Page60f9/Crp. 6139

‘I:.:’ Test / Ifokasarean Results / PeaynLraTni Specification / Hopma
9 Residual solvents / OcraTounblie OpraHH4YecKHE pacTBOPHTE.TH
Isopropyl alcohol / 07 p.g)tab/ Not more than 350 pg/tab. /
Hzonponauon 07 Mkr B Tabnetke He 6onee 350 Mxr B TabneTke.

10 | Microbiological purity*/ Muxpo6uosornicckas yncroTa*

Total Aerobic Microbial
Count / obmiee yncno

not more than 10 CFU/g; /
He 6onee 10°> KOE/T;

Onnopognoctsb
A03HPOBAHHBIX €IHHHIX

NA
a3po6HBIX MAKPO-
Oprasu3MoR
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o61iiee yucno NA He Gonee 10° KOE/T;
JPOMNCKEBBIX U IUTECHEBBIX
rpuboB
Escherichia Coli NA shell be absent m 1 gram. /
OTCYTCTBHE B 1 T.
11 | Uniformity of dosage units / 4.7 Acceptance value (4¥) not more than

15.0 Tloxasarens npuemieMoctH (4V)
noJpkeH 6pITE He Oonee 15,0.

Remarks : The Product conforms to ND/

Npumeuanne: [ponykt cootsercTnyer TpebopanuaM HJI

Conclusion : APPROVED /
3axmrouenue: OJIOBPEHO

Prepared by /
IoarotosneHo: Santosh Kumar
Maurya /

-

{ Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykopoantens
Amit Kumar s ‘t./_

(St P f o5 =

Reprint Date/
Jata: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Ilara: 31.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com

www.drreddys.cam




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

CEPTUDPHKAT AHAJIA3A

Tel +91 98166 56001-02
AT, |r a 111_ com

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

Tpoaykr: Keropoa® Sxenpece (ketoponak) TabieTkH, Ancneprupyessie B HOJOCTH Pra, 10 mr

Market / Prinok :Russia / Poccus

Batch No / ) Batch Quantity / . 3600000 tab /

Cepus Ne - N4 O6bem cepau " 3600000 Tab

Analytical Repo‘f‘t No/ v . 890001801608 Date of Analysis / . 31.03.2025
Ananutuyecknil oryer Ne Jata ananuia

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
 JaTa npou3BOACTBA T'onen mo

Mfg. License No. / R

IIpon3BoAcCTBEHHAN : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-

Homep PY RU)
JnueH3us Ne

_Analysis performed according ND: / Ananns nponenen o HJT: JI1-Ne(004669)-(PT-RU)-190224

No

Test / IToxaszaTtenanb
Ne

Results / PesyabTaThi

Specification / Hopma

12 Assay / KonnvecTBenHoe
onpeje/ieHne

9.9mg/ 99 mr
(98.5 %)

From 90mg to 11.0mg of
CisH13NO3*C4H11NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr DO
11,0 Mr C15H,;3NO3*C4H;NO3
(xeToponaka TpomeramuH) (oT 90,0 mo
110,0 % OT 3asABJIEHHOTO KOJMYECTBA) B
Tabnerke.

Page 7of 9/Crp. 7m39

13 | Butylhydroxyanisole
content / CogepxcanHe
OyTHATHAPOKCHAHW3IOA

0.0972 mg/tab /
0.0972 mr B Tabnerke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B Tabnerxe.

14 | Package description /
OnucaHxe ynaKoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
Informadon leallet in a4 carlon
pack. / Ilo 10 Tabnetok B
6mucrepe w3 ([TAJAJVIID ¢
pnaronoriotureneM/TISBIT)
donsru // (IID/AJT) donsrn. 1o
2 6nucTepa BMECTE C JIMCTKOM-
BKJafBIIIEM B 4Ky
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. / [To 10 TabrmeTox B
Onuerepe u3 (TTA/AJI/TID <
sraronornotutenem/[I2BIT)  donera //
(TI3/AJT) donerw. TTo 1 unu 2 6mdcrepa
BMECTE C JINCTKOM-BKJIAUBILIEM B Ma4Ky
KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Putity is performed for one batch in
every 2U batches or one bateh pey year whichever 1s more.

IToarorosneno: Santosh Kumar
Maurya {

&

IIpoBepeno: Pardeep Kumar

x'..:-l'_-——»

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeyanwe: IIpOAYKT cooTBETCTBYET TpeboBaHuaM HJI 3akayenue: OJOGPEHO
Prepared hy / Checked hy / Approved by: Manager/Executive /

OpoGpeno: MeHemxep /Py mso,mrrenb
Amit Kumar

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Jlara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reglstered Office: 8-2-337, Road Mo. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@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, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 56001-02

v trreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrz;ting Tablets 10 mg

€TKH, ARCIIEPrHPYeMBIE B MOJOCTH pra, 10 Mr

JHneH3ns No

IIpogyxr: Keropoa® Ixenpece (keroponak) rabn
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepun Ne V2300552 O6neM cepun " 3600000 Tab
Analytical Repo‘}'t No/ . 890001801608 Date of Analysns / . 31.03.2025
AHaguTHYeckHii oTyer Ne Jara anaan3za
Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027
JlaTa npon3BoAcTEA T'onen no
Mfg. License Ne. /

) MA number: / _ JIH-Ne(004669)-(PT'-

IIpouzBoacTBeHNan : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Ananus nposexen o HJI: JITI-Ne(004669)-(PT-RU)-190224

* [Ipn BrinycKe JIeKAPCTBEHHOI0 Npenapara K
YUCTOTA» MPOBOANTCS AN Kanaol 20-oil cepu
HACTYMUT PaHbIlE.

Page 8 of 9/ CTp. 8 u3 9

OHTPO/Ib Ka4ecTBA N0 NoKA3aTeT0 «MRKPOGHONOTHYeCKAs!
W, WK DS ORHO# CEpHA B o4, B 3aBHCHMOCTH OT TOTO, 4TO

API name / Haumenopanne A®PC:

Ketorolac tromethamine / Ketoponaka TpomMeTaMHUH |

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponssogutean APC:

ABRHO007413, ABRH007887, ABRH008106

FP Manufacturer API Batch number /
Homep cephy cyGeTanuHB NPCGA3BOAUTENR
TJAD:

FERAO0C477, FERA00522, FERA(Q0613

API Manufactured by & country /
IIponzsoantens ADC, ctpana;

Dr. Reddy's Laboratories Ltd., India /
I-p Peamu'c JTaGoparopue JIta., Unpus

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

Haumenonanue, ajipec, THIEHZAT LIS
Ipon3soacTeennan miomaaka / Ilnowagka
KOHTPOJA KadecTsa / ILlomaaka BeINYyCKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, ¥
Nalagarh Road, Baddi, Distt. Solan (HP) 173203, India (license No
MNB/05/263) /

Jl-pPennw’c JlaGopartopuc JItn,, Mnaua, [IpoussoacreenHoe
noxpasznenenve-6, Buin. Kxons, Hanarapx Poya, banm, JIucTpHkr

Conan, X.II., 173205, Uupus (nuuensus Homep 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 Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: [TponyxTt cooTBeTCTRYET TpeboBaHUAM H ]I 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosiedy: Santosh Kumar TIposepeHo: Pardeep Kuutar | OuuGpenu. Mengwep / Pyrosoanieie
Maurya Amit Kumar .

= C)f—r—:— JI\"‘ o /L/- .
Reprint Date / Reprint Date / Reprint Date / s
Hara: 31.03.2025 Jara: 31.03.2025 Hara: 31.03.2025

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

CIN

: L8S195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':’

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

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

CERTIFICATE OF ANALYSIS
il = = www.drreddys,com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
{IIponykr: Keropoa® Dkcnpece (keToponak) TabneTkH, ANCHEPIrHpYeMbie B OJIOCTH Pia, 10 mr o
Market / Poinok :Russia / Poccua
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepusi Ne £ V2 000es O6nem cepun " 3600000 Tab
Analytical Report No / _ . 890001801608 Date of Analysis / . 31.03.2025
| AsanuTavaeckHi oTyeT Ne JlaTa aHAIH3Aa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jlara npon3BoacTBA Topen oo
Mfg. License No. / .
IIponzpoacTeeHHas - MNB/05/263 MA number: / ; JHI-Ne(004669)-(PT-
Homep PY RU)
_nHuensna Ne —
Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
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02 September 2022) 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 Eurasian Economic Union is established».

3akuroueHne o cooTBercTBHH: «HacTOSIIHM A MOATBEPHIAKD, UTO MPHBENCHHA] BHIIE HH(DOPMAIIKS ABIIAETCS
ZOCTOBEPHO# H TOYHOH. DTa cepHs MPOAYKUMH IIPOH3BeleHa (BKIIOYAs YNAKOBKY (MapKHPOBKY) M KOHTPOTb
KauyecTBa) Ha BBINEYKa3aHHOH IIPOM3BOJCTBCHHOM IUTomaake (MNOINaAKaX) B IIONHOM COOTBETCTBHM C
Tpe6oBanusamu IIpaBun HalTexamed IPOM3BOACTBEHHOM NMPaKTHKY ERpasuiickoro SKOHOMHYECKOTO co¥o3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6pa 2022) u TpeOOBaHHIMH KOHTPOJI KAYECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaK)Xe B COOTBETCTBHHM CO CreLudHKanusIMu, coepKalluMHCA B PETHCTPAMOHHOM IOChE CTPaHBI-MMIIOpPTEpa.
3aIHCH 10 IPOM3BOJICTRY, YIIAKOBKE H aHANIM3Y IPOBEPEHE], M YCTAHOBIIEHO HX COOTBeTCTBHE TpeboBaHUAM I IpaBui
Hazexareii Ipou3BOACTBEHHON NPakTHKH EBpa3sHiCKOro S3KOHOMHYECKOIO COX03a». - .

Conclusion : APPROVED /
Baxmouenue: ONOBPEHO

Remarks : The Product conforms to ND/
[pumeuanwe: ITponykr cooreercrayet Tpebosanuam HJI

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

IMoarotosnero: Santosh Kumar I[Tposepeno: Pardeep Kumar | Onobpexo: Menemxkep / Pykosonnrerns

Maurya ﬁﬁ . ! Amit Kumar —
S o ,E‘\' o

Reprint Date / Reprint Date / Reprint Date / 4

Hara: 31.03.2025 Hara: 31.03.2025 Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900; Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




