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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIM3A

Product / Ketorol® (ketorolac) gel for external use 2 %

Tpoaykr Ketopon® (keToponak) resib Jjist HApY>KHOro npumeHeHus 2 %

Market./ Russia / Poccus

Prinok

Batch No / V260617 Batch Quantity / : 19235 units /

Cepust Ne Pa3smep cepun 19235 equuuu

Analytical Report No / 890001904829 Date of Analysis / : 31.08.2026

AHanuTu4yeckuii oruet Ne JlaTa ananusa

Date of Manufacture / : 08/2026 Date of Expiry / : 07/2028

Jara npousBoacTia I'onex po (BKJ.)

Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PT-RU)

IIpousBoacTBEHHAsSI THLEH3HS Homep PY

Ne

Analysis performed according to ND / Ananu3 npogeaen no HJ: JHI-Ne(001119)-(PI'-RU)-130126

Artworks of primary package approved: / MakeTbl nepBHuHOii yNakoBKkH yTBep:kaeHbl: 13.01.2026

Artworks of secondary package approved: / MakeTsl BTOpU4HO# ynakoBKH yTBep:kaeust: 13.01.2026

PL approved: / JIB yrBepxkaen: 13.01.2026

' Page10of8/Crp.1u3 8
Ne Test / IlokazaTenp Result / Pe3yabTaTbl Specification / Hopma
1 | Appearance / Onucanue Homogeneous semi-clear gel with| Homogeneous clear or semi-clear gel with
characteristic odour. / OpnHoponsslii | characteristic ~ odour. /  OjHOponHbIi
NOJIYNIPO3PauHbIil I'elb ¢ XapaKTePHBIM | PO3PadHbIil WM TMOJYIPO3pauHblii reib ¢
3anaxom. XapaKTepHbIM 3allaXxOM.
2 |Identification / UnenTudukauus

Ketorolac tromethamine /
Ketoponaka TpoMeTaMUH

HPLC / BoXX

The retention time of the main peak in the
chromatogram  of  test  solution
corresponds to that in the chromatogram
of ketorolac tromethamine reference
standard solution. / Bpems ynepxuBanys
OCHOBHOI'O MHKAa Ha XpoMarorpamme
UCTILITYEMOI0 PacTBOpPa COOTBETCTBYET
BPEeMEHU yJEePHKUBAHUSA OCHOBHOTO MHKa

Ha XpoMaTorpamMmme pactBopa
cTaHfapTHoro ofpasma KeTopolaka
TPOMETaMKHA.

The retention time of the main peak in the
chromatogram of test solution should
correspond to that in the chromatogram of
ketorolac tromethamine reference standard

solution  (Assay section). /  Bpems
yYAEpXKUBAHUS ~ OCHOBHOTO nuka  Ha
XpOMaTorpaMMe  HCIBITYEMOro  pacTBopa
ZOJKHO COOTBETCTBOBATH BpEMeHH
YIepXUBaHUS  OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIApPTHOTO

obpa3la KeToposiaka TpoMeTaMuHa (pazfesn
«KonnuecTBeHHOE ONpeaeneHUe»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
 [pumeyanue: [IpoaykT cooTBETCTBYET TpeboBaHusM HJT 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[NoarorosneHo: ITpoBepero: ITposepeno (AOK): Amit | / Ogo6peno: Obecnieuenue
Vishal Shagma Pardeep Kumar Kumar Kaueck S)mc‘meﬂuos muo:
= S Coeanir~
Date / Date / Date/ Date / }:’f \/\ 43‘;-1(:
Hara: 31.08.2026 Hara: 31.08.2026 Jara: 31.08.2026 Jara: < D,V

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O0O4507
www drreddys.com




Dr.Reddy’s “:‘.

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product/ Ketorol® (ketorolac) gel for external use 2 %
Iponykr Ketopon® (keToponak) rens ajis HapyKHOro NpuMeHenus 2 %
Marlket/ Russia / Poccus
Prinok
Batch No / V260617 Batch Quantity / : 19235 units /
Cepus Ne Pasmep cepun 19235 enunun
Analytical Report No / 890001904829 Date of Analysis / : 31.08.2026
AHaJIUTHYECKHH oTUeT Ne Hata aHasiu3a
Date of Manufacture / 08/2026 Date of Expiry / : 07/2028
JaTta npou3BoacTaa Toaen no (BKJL.)
Mfg. License No. / MNB/05/263 MA number / : JII1-Ne(001119)-(PT"-RU)
IIpousBoacTBeHHAs JIMIEH3USA Homep PY
Ne

Analysis performed according to ND / Ananu3s nposegen mo H/I: JIIT-Ne(001119)-(PI"-RU)-130126
Artworks of primary package approved: / MakeTsl nNepBHUYHOii yNIaKoBKH yTBepxaeHbl: 13.01.2026
Artworks of secondary package approved: / Makersl BTOpH4HOIi ymakoBKH yTBepaaenbl: 13.01.2026
PL approved: / JIB yrBepaaen: 13.01.2026

Page 2 of 8/ Ctp.2 uz 8

Ne Test / Iloka3aTennb

Result / PesyabTaThl

Specification / Hopma

Ketorolac tromethamine /
Keroposaka TpoMeTaMUH

UV / Y®-cnexmpogomomempus

The UV absorption spectra of the test
preparation and the standard preparation
in the wavelength range from 300 to 350
nm have maximum absorbance at the
same wavelengths with an allowed
variation of + 2 nm. / Y®-crnexTpsl
MOTJIOIEHUS UCIIBITYEMOTO u
CTaHJapTHOTO PAaCTBOPOB B JAHANa3oHe
quuH BostH oT 300 mo 350 HM umeroT
MaKCUMYMBbI MOIJIOLIEHHUs NPU OAHOH W
TOW e AJIMHE BOJHBI C JOIyCTHMBIM
OTKJIOHEHUEM + 2 HM.

The UV absorption spectra of the test
preparation and the standard preparation in the
wavelength range from 300 to 350 nm should
have maximum absorbance at the same
wavelengths with an allowed variation of & 2
nm. / Y®-cnekTpsl NOIJIOLLEHUA
UCTIBITYEMOTO U CTAaHAAPTHOI'O PACTBOPOB B
jquanazoHe mwiuH BoJAH ot 300 mo 350 mm
JOJHKHBI UIMETh MAKCHMYMBI MOTJIOUIEHUS IPH
OJIHOM U TO¥ ke UTMHE BOJIHLI C JOMYCTUMbIM
OTKJIOHEHHEM * 2 HM.

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykt cooTBeTcTBYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3axnwyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[ToaroropneHo: Iposepeno: [Mposepeno (AOK): Amit | / Ogobpeno: ObecnieueHne
Vishal Shgrma Pardeep Kumar Kumar xa4ecTBa/OTBETCTBEHHOE JIMLLO:
=\ (2810 | Coatnn 0
- = i e O&U}' 4
Date / Date / Date / ¥ Date / )7_7\/ N v t\t*’
Jlata: 31.08.2026 Jlata: 31.08.2026 Jlata: 31.08.2026 Jlata: * "{ V-

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
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Dr.Reddy’s Q‘:‘.

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product/ Ketorol® (ketorolac) gel for external use 2 %
IMpoaykTr Ketopon® (keToponak) reib st HApYKHOrO NpUMEHEHUs 2 %
larket/ Russia / Poccust
PoIHOK
Batch No / V260617 Batch Quantity / : 19235 units /
Cepus Ne Pa3zmep cepun 19235 eauanu
Analytical Report No / 890001904829 Date of Analysis / : 31.08.2026
AHaJIHTHYECKHIT oTueT Ne JlaTa ananuza
Date of Manufacture / 08/2026 Date of Expiry / : 07/2028
JlaTa npou3BoAcCTBa Toaen no (BK.)
Mfg. License No. / MNB/05/263 MA number / + JII-Ne(001119)-(PT"-RU)
Ipon3BoaAcTBEHHAs JIMLEH3HSA Homep PY
No
Analysis performed according to ND / Ananu3s npoBenen no H/I: JITI-Ne(001119)-(PT'-RU)-130126
Artworks of primary package approved: / MakeTbl nepBH4HOii ynakoBku yTeep:kaenbl: 13.01.2026
Artworks of secondary package approved: / MakeTsl BTOpHYHO# ynakoBKH yTBepaxkaeHbl: 13.01.2026
PL approved: / JIB yreep:kaen: 13.01.2026

Page30of 8/ Crp.3 u3 8

Ne Test / ITokasaTenn Result / PesyabTaThl Specification / Hopma
Sodium methyl The retention times of the main peaks in | The retention times of the main peaks in the
parahydroxybenzoate and sodium |the chromatogram of test solution|chromatogram of test solution should
propyl parahydroxybenzoate / correspond to those in the chromatogram | correspond to those in the chromatogram of
MeTtunnaparuapokcrubeH3oaT of methyl parahydroxybenzoate and|methyl parahydroxybenzoate and propyl
HATpHs U TIpoNUnaparuapokcu- |propyl parahydroxybenzoate reference |parahydroxybenzoate reference standards
Oensoat HaTpus standards solution (Assay section). /|solution (Assay section). / Bpemena
BpeMeHa  ylepXHMBaHWS  OCHOBHBIX | YIEp)KMBaHHS  OCHOBHBIX  THMKOB  Ha
MIMKOB HA XpOMATOrPaMMe UCIIBITYEMOTO | XpOMATOTPaMMe  MCIIBITYeMOTO  pacTBoOpa
pacTBopa COOTBETCTBYIOT BpEMEHAM | JOJDKHBI COOTBETCTBOBATh BpeMeHaM
yOEepXKUBaHUA OCHOBHBIX THKOB HA|YHEP)XMBAHWS  OCHOBHBIX  TNHKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX | XpOMATorpaMMe — pacTBopa  CTaHIApTHBIX
o0pazloB MeTUNmaparuapokcubeH3oara | 00pa3lioB  MeTwinaparuipokcubensoata |
U NpOMIInaparuJpokcubeH30aTa. HpOoNMInaparuapokcubensoaTa (pazpen
«KonuuecTBeHHOE OnpeaenecHue»).
3 | Weight of package contents / 50.7g/50,7T Should correspond to the requirements / B
Macca coep:KUMOro ynakoBkH COOTBETCTBUM C TPeOOBAHUAMHU.
4 | pH of aqueous suspension / 6.7 6.01t07.8/016,0 1o 7,8
pH BoaHoii cycneH3uu
5 | Viscosity / BsskocTb 7.35 poises / 7,35 myas 5to 12 poises / OT 5 no 12 mya3
6 |Impurities / [Ipumecu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IponykT cootBeTcTBYeT Tpeboranmam HJL 3akmwouyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[Tonrorosnexo: [TpoeepeHo: IMposepeno (AOK): Amit | / Ogobpeno: ObecneueHue
Vishal Sha Pardeep Kumar Kumar KauecTBa/)TBETCTBEHHOE JJULIO:
= . - Al
Date / Date / Date/ Date / f f,é]—'/,ro‘b b
Jara: 31.08.2026 Jara: 31.08.2026 JHata: 31.08.2026 Jara: i 3 /)/01’

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

CIN: L85195AP1984PLCO04507
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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIU3A

Product / Ketorol® (ketorolac) gel for external use 2 %
IIpoaykr KeTopon® (keToposiak) rens juis Hapy)XHoro npumeHeHus 2 %
Market / .

Russia / Poccus
PbiHoK
Batch No / V260617 Batch Quantity / : 19235 units /
Cepus Ne Pasmep cepun 19235 enuHuI
Analytical Report No / 890001904829 Date of Analysis / : 31.08.2026
AHanuTH4YecKuil oTueT Ne Jarta ananusa
Date of Manufacture / 08/2026 Date of Expiry / ¢ 07/2028
JlaTa npou3BoACTBA I'open go (BKJ.)
Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PT-RU)
IlpousBoacTBEHHAs JTHLEH3US Homep PY
Ne
Analysis performed according to ND / Ananu3s npoBened mo HJI: JIII-Ne(001119)-(PI'-RU)-130126
Artworks of primary package approved: / MakeTbl nepBH4HOii ynakoBKH yTBepsaeHbl: 13.01.2026
Artworks of secondary package approved: / MakeTbl BTOPHYHOIf yNakoBKH yTBep:kaeHbl: 13.01.2026
PL approved: / JIB yrep:kaen: 13.01.2026

Page4 of 8§/ Crp. 4 u3 8

Ne Test / Iloka3aTenb

Result / PesyabTaThl

Specification / Hopma

1-keto analog of ketorolac /
1-keToananor KeTopoJiaka

0.0252 %

Not more than 1.0 % /He 6onee 1,0 %

1-hydroxy analog of ketorolac /
1-rupoKcUaHanor KeTopoaka

Not detected / He 06HapyxeHa

Not more than 0.5 % / He Gonee 0,5 %

Individual unidentified impurity /
Enunvanas
HeuIeHTU(ULIUPOBaHHAS
npuMech

Below LOQ (LOQ = 0.025 %) / Huxe
npezesa KOJMHYEeCTBEHHOTO ONpeaeeHNs
(ITKO = 0,025 %)

Not more than 1.0 % / He 6onee 1,0 %

Total impurities / Cymma
npumecen

0.0252 %

Not more than 3.0 % / He 6onee 3,0 %

7 | Microbiological quality / Mukpo6uoJsiornyeckasi YHCTOTA

Total viable aerobic count /
OO1uee yncao aspoOHbIX
MUKPOOPTaHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10> CFU/g /
He 6onee 10> KOE/r

Total yeasts and mould count /
OO6ulee YUCI0 APOXIKEBBIX U
TUIECHEBBIX IPHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 10! CFU/g /
He 6osee 10! KOE/r

Pseudomonas aeruginosa

Absent in 1 g/ OtcyrctByerB 1 1

Absence per 1 g/ OtcyrctBue B 1 1

Staphylococcus aureus

Absent in 1 g/ OtcytcTByerB 1 1T

Absence per 1 g/ OtcytcTBHe B 1 T

Remarks : The Product confirms to ND/

Ilpumeuanue: IIponykt cooTBeTcTBYeT Tpeborarusam HJI

Conclusion : APPROVED /
3aknwuyenue: OJOBPEHO

Prepared by /
IToaroToBneHo:
Vishal Sharma

‘_,/,

Checked by /
ITposepeHo:
Pardeep Kumar

Checked by (AQA) /
[TpoBepeHo (AOK): Amit

Kumar
{\ A

Approved by: Quality Assurance/Authorized person
/ OnobpeHo: ObecnieueHue

KauyecCT TBCTCTBi HHOEC J]y 1O:
W\ COanm \M

PRYA 6

Date /
JlaTa: 31.08.2026

Q\E/
Date /

Jlara: 31.08.2026

Date/ |
JHara: 31.08.2026

Date /

Jara: Y(}/,S \;,:@

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: L85195AP1984PLC0O04507

www.drreddys com




Dr.Reddy’s “:‘

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product / Ketorol® (ketorolac) gel for external use 2 %
IIpoaykr Ketopon® (keTopojak) resib Ajist Hapy)kKHOro npuMeHeHus 2 %
- Russia / Poccus
Pobinok
Batch No / V260617 Batch Quantity / : 19235 units /
Cepusn Ne Pa3smep cepun 19235 eauHuL
Analytical Report No / 890001904829 Date of Analysis / : 31.08.2026
AHanuTHNYeCKHil oTyeT No JlaTa ananusa
Date of Manufacture / 08/2026 Date of Expiry/ : 07/2028
JlaTa npoM3BOACTRA Tosen a0 (BKJ1.)
Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PT-RU)
IIponsBoacTBEHHAS JTHLICH3HS Homep PY
No
Analysis performed according to ND / Ananus npoeeaes mo HJI: JITI-Ne(001119)-(PI'-RU)-130126
Artworks of primary package approved: / MakeTbl nepBU4YHOI ymakoBKkH yTBepxaeHbl: 13.01.2026
Artworks of secondary package approved: / MakeTbl BTOpH4HO#H ynaKoBKH yTBepxkaeHbl: 13.01.2026
PL approved: / JIB yreep:kaen: 13.01.2026

Page Sof 8/ Crp.5u3 8

Ne Test / [Toka3aTenanb

Result / PesyabTaThl

Specification / Hopma

8 | Assay/ KosmuecTBeHHOE onpeaesieHHE:

Keroponaxa TpomeTaMHuH

Ethanol / 3tanon 97.8 % 85% to 115% of Ilabel claim /
Ot 85 1o 115 % oT 3asBNIEHHOTO KOJUYECTBA

Dimethyl sulfoxide / 102.8 % 90 % to 110 % of label claim / Ot 90 g0 110 %

JumeTuncyabpoKcus OT 3asBNIEHHOr0 KOJIMYECTRA

Sodium methyl parahydroxy- 101.9 % 90 % to 110 % of label claim / Ot 90 no 110 %

benzoate / Metunnapa- OT 3asiBIIEHHOT'O KOJIHYECTBA

TUPOKCUOEH30aT HATPUA

Sodium propyl parahydroxy- 98.9 % 90 % to 110 % of label claim / OT 90 mo 110 %

benzoate / [Iponunnapa- OT 3asIBJICHHOTO KOJIUYECTBA

rUAPOKCUOEH30aT HATPpHs

Ketorolac tromethamine / 101.0 % 90 % to 110 % of label claim / Ot 90 no

110 % oT 3agBNEHHOr0 KOJIUYECTBA

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykrt cooTBeTcTBYET TpebopanmaM HJL 3akawuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IMoarorosnexo: IMposepeHo: IMposepeno (AOK): Amit | / OnoGpeHo: ObecneueHue
Vishal Sharma Pardeep Kumar Kumar KkauecTsa/( CTCTBjH (me Jngo:
oy ] =N T L0 \ v

b - /\ e J e LO’P .
Date / Date / Date/ Date / ( 5) O
Mara: 31.08.2026 Jara: 31.08.2026 Hara: 31.08.2026 Jara: }%\qﬁw

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:’.

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product/ : Ketorol® (ketorolac) gel for external use 2 %
IIpoaykr Ketopon® (keropomnak) refb [Uisi HApY>KHOTO MpUMEHEHUs 2 %
paislcetif Russia / Poccust
Poinok
Batch No / 1 V260617 Batch Quantity / : 19235 units /
Cepus Ne Pazmep cepumn 19235 eaunun
Analytical Report No / : 890001904829 Date of Analysis / : 31.08.2026
AHauTHYECKHUIT oTueT Ne JlaTa aHanusa
Date of Manufacture / : 08/2026 Date of Expiry / : 07/2028
Jata npou3BOACTBA Toaen no (BKJI.)
Mfg. License No. / 1 MNB/05/263 MA number / : JII-Ne(001119)-(PT"-RU)
IIpon3BoACTBEHRAS JHLIEH3HSA Homep PY
No
Analysis performed according to ND / Auanu3s nposeaex no HJI: JITI-Ne(001119)-(PT"-RU)-130126
Artworks of primary package approved: / MakeTbl NepBN4HO/l yNakoBKH yTBep:kAeHbl: 13.01.2026
Artworks of secondary package approved: / MakeTbl BTOpHYHO# YNaKOBKH yTBepaaeHbl: 13.01.2026
PL approved: / JIB yTBep:kaen: 13.01.2026

Page 6 of 8 / Ctp. 6 u3z 8

Ne Test / ITokasaTens Result / PesyabTaThl Specification / Hopma
9 |Package description / 50 g in a laminated aluminum tube|30 g or 50 g in a laminated aluminum tube
OnucaHue ynakoBKH equipped with tamper-evident | equipped with tamper-evident membrane, with

membrane, with a screw cap made of
Polypropylene.

One tube and patient information leaflet
in a carton. / Ilo 50 r B TYyOy u3
JIAMUHUPOBAHHOT'O ATFOMUHUA,
CHAbXKEeHHYI0 MEMOpPaHOH JUIsl KOHTPOJIS
[IEPBOr0 BCKPBITHS M KPBIUKOH U3

a screw cap made of Polypropylene.

One tube and patient information leaflet in a
carton. / ITo 30 r wm 50 r B TYy6y um3
JaMUHUPOBAHHOTO ATIOMHHUSA, CHA0XEHHYIO
MeMOpaHO# T KOHTPOJIA TIEPBOTO BCKPHITHA
M KPBILIKOH H3 MOJUNPONUICHA,

[To 1 TyOe BMecTe ¢ NHUCTKOM-BKIJIAZBILIEM B

TMOJIUIIPOMNUAJIEHA.

BKJIAABILIEM B IMAYKY KaPTOHHYIO.

I[To 1 Tybe BMecTe C JIHCTKOM-

na4yKy KapTOHHYIO.

10 | Labeling / MapkupoBka Complies / CooTBeTCTBYET

See Section 1.3.2 of Module 1 of registration
dossier. / Cwm. pazmen 1.3.2 wMomyns 1
PErUCTPalHOHHOTO A0ChE.

XpaHeHus He 3amopaxuBaTh.

11 | Storage conditions / Yenosust | At temperature not higher than 25 °C. Do not freeze. / TIpu Temnepatype He Bbiie 25 °C.

12 | Shelf-life (storage period) / 2 years. / 2 ropa.
Cpok rogHocTH (XpaHeHHsT)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpoaykT cootretcTBYeT TpeboBaHuaM HJI 3akmouyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[Moarorosaexo: [TposepeHo: [Mposepeno (AOK): Amit | / Ono6peno: ObecneyeHue
Vishal Sharma Pardeep Kumar Kumar xagecTsa/OTBETCTBEHHOE JIMLP:

A =t— \— AR

5 — ‘ Aol

Date/ (" Date / Date/ ' Date / { ) '?'ﬂ/ Ve b4 b
Jara: 31.08.2026 Jlara: 31.08.2026 Jlata: 31.08.2026 JlaTa: 3 /yo}"

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: L85195AP1984PLC0O04507
www, direddys.com




Dr.Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product / Ketorol® (ketorolac) gel for external use 2 %
Ilponaykt KeTopon® (keToponak) rens uisi HApY»XHOTo npuMeHeHus 2 %
RIS Russia / Poccust
Poinok
Batch No / V260617 Batch Quantity / : 19235 units /
Cepus Ne Pasmep cepuu 19235 eaunuir
Analytical Report No / 890001904829 Date of Analysis / ¢ 31.08.2026
AHanuTnuyeckuii oTuer No Jara ananun3za
Date of Manufacture / 0872026 Date of Expiry / : 07/2028
JlaTa npousBoacTBa Togen no (BKJI.)
Mfg. License No. / MNB/05/263 MA number / + JIII-Ne(001119)-(PT-RU)
IIpouseoacTBeHHAsN JHIICH3USA Homep PY
Ne

Analysis performed according to ND / Ananus npoeeaes no HJI: JITI-Ne(001119)-(PI'-RU)-130126
Artworks of primary package approved: / MakeTbl nepBH4HOI yHakoBKkH yTBep:kaeHbl: 13.01.2026
Artworks of secondary package approved: / MakeTsl BTOpH4HOI1 ynakoBKH yTBep:aensbl: 13.01.2026
PL approved: / JIB yreepxnen: 13.01.2026

Page 70f 8/ Ctp.7u3 8

API name / Haumenosanue ADC:

INN / MHH:

Ketorolac tromethamine / Keroponaka tpometamuu

Ketorolac / KeTOpOJH;Kx

API manufacturer batch number /

Homep cepun npoussoaurens AQC: ABTHO001065
FP Manufacturer API Batch number
/ Homep cepuu cyGcTaHIMH FETA00409

npoussoautens I'JId:

API Manufactured by, address &
country / IIponssoautens A®C,
ajpec U cTpaHa:

Dr. Reddy's Laboratories Ltd., Chemical Technical Operations - Unit II, Plot No.1,
75A, 75B, 105,110, 111 & 112, Sri Venkateswara Co-operative Industrial Estate,
Bollaram Village, Jinnaram Mandal, Sangareddy District, Telangana-502325, India /
H-p Pennu’c Jlaboparopuc JIta, IlogpazaeneHyue XuMHUKO-TEXHONIOTHYECKHX
onepauuii-II, Yuactku Ne 1, 75A, 75B, 105, 110, 111 u 112, KoonepatusHo-
npoMmblnieHHell kommnexc Lllpu Benkarecrapa, Bonnapam Bunnamx, JkuHHapam
Manpan, Canrapennu Juctpukr, Tenanrana-502325, Uanus

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

HaumeHoBaHue, aapec, MTUNEH3US A5
ITponspoacTBEHHAs IUIOWIAAKA /
IInowmaaka KOHTPOIS KauecTBa /
[Inomanka Beinycka

Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan H.P.173205, India (license No MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIta., Unnus, IponsBoacTBeHHOE MoapasaeneHye-6,
Bunn. Kxoas, Hanarapx Poyn, bagnu, Juctpukrt Conan, X.I1., 173205, Unaus
(muen3us Homep MNB/05/263)

Remarks : The Product confirms to ND/

IMpumeyanue: IIponykT cooTReTcTRYET TpeGoranusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[TonroToBneHo: IIpoBepeno: [Nposepeno (AOK): Amit | / Ogobpeno: ObecnieyeHue
Vishal Sha Pardeep Kumar Kumar kauecTea/Q: eTC‘I‘BEHH((B HIGTGY

/A J- | M oA
Date/ Date / Date / ' Date / ‘@ \/Olwlb
Jara: 31.08.2026 Jara: 31.08.2026 | Marta: 31.08.2026 Jlara: % -

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




Dr. Reddy's Laboratories Ltd.

‘.o

? (T ) Formulation Unit-6

Dr' Reddy s .. Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product/ : Ketorol® (ketorolac) gel for external use 2 %
IIpoaykTt Ketopona® (xeToposak) refib mis Hapy»kHOTO NpuMeHeHus 2 %
Market / Russia / Poccust
Poinok
Batch No / ¢ V260617 Batch Quantity / + 19235 units /
Cepusi No Pa3mep cepun 19235 enunun
Analytical Report No / : 890001904829 Date of Analysis / : 31.08.2026
AHaJINTHYECKHUIi oTueT No Jara aHanusa
Date of Manufacture / 1 08/2026 Date of Expiry / : 07/2028
JaTta npou3BoacTBa TI'ogen no (BK1.)
Mfg. License No. / : MNB/05/263 MA number / : JIIT-Ne(001119)-(PI'-RU)
IIponseoacTBeHHAs THLEH3HS Homep PY
Ne
Analysis performed according to ND / Ananu3 nposeaen no HJI: JITI-Ne(001119)-(PT'-RU)-130126
Artworks of primary package approved: / MakeTbl nepBu4Hoii ynakoBku yreepaaensl; 13.01.2026
Artworks of secondary package approved: / MakeThl BTOpHYHOii ynakoBkH yTBep:kaeHbl: 13.01.2026
PL approved: / JIB yreepxnen: 13.01.2026
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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/02329-2025 dt.
September 19, 2025) 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 establishedy. /

3aki0ueHHe 0 cooTBeTcTBHU: «Hacrosmmm s moAaTBepknmaro, YTO NpHUBEACHHAs BhIlIe MHGOPMAIUA ABJISETCA
JIOCTOBEPHOIA ¥ TOYHOH. DTa cepHsi IpoAyKLUH NPou3BeieHa (BKIIOYas yIIakoBKy (MapKUPOBKY) H KOHTPOJIb KAUECTBA)
Ha BBIIIEYKa3aHHOM MPOW3BOACTBEHHOH IuIoLaaKe (IUOIIAKaX) B MOJHOM COOTBETCTBUM ¢ Tpeboanuamu [Ipasun
HaJJIeXKallel MPOU3BOJACTBEHHON npakTuku EBpasuiickoro skoHoMu4eckoro cowosa (Ne GMP/EAEU/RU/02329-2025
ot 19 centsa6ps 2025 r.) 1 TpeOGOBaHUAMH KOHTPOJIS KauecTBa JICKAPCTBCHHBIX CPEACTB, 4 TAKXKE B COOTBETCTBUU CO
crieuuPUKaALMAMH, COMEPKALIMMHUCS B PErMCTPALMOHHOM [IOChE CTpaHbI-UMIIOpPTEpa. 3amucu MO TPOU3BOICTRY,
yNaKoBKE W aHajau3y IIPOBEPEHbl, M YCTAHOBIEHO WX COOTBETCTBHE TpebopaHuaM [lpaBun Hamiexainei
NPOU3BOACTBEHHOW NpakTuky EBpazuiickoro 3K0OHOMHYECKOTO COIO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBETCTBYET TpeboBaHmsIM HJL 3akmouenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[MoaroTosieHo: [TpoBepeno: [TpoBepeno (AOK): Amit | / OgobpeHo: Ob6ecneueHue
Vishal Shar aQ Pardeep Kumar Kumar kauecTBa/OTBEFETBEHHOE JIHLLO:
: [\—a 1AL o
— = o
] S Date/ (/)QE\J} Yk
Date ate ate ate by -
Hata: 31.08.2026 Jata: 31.08.2026 Hara: 31.08.2026 Jara: ) 'SY'O’VQ
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