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No

Product/ : Ketorol gel for external use 2 %

IMpoaykt Keropon®, rensb [uis HApyKHOTO IpuMeHenna 2 %

Paeleety Russia / Poccus

Prinok

Batch No / V260105 Batch Quantity / : 32649 units /
Cepus Ne Pa3smep cepun 32649 egunun
Analytical Report No / 040003282138 Date of Analysis / : 16-02-2026
AHaJUTHYeCKHid oTueT Ne JlaTa ananusa

Date of Manufacture / 02/2026 Date of Expiry / : 0172028

JlaTa npou3BoAcTBa I'ogen po (Bk1.)

Mfg. License No. / MNB/05/263 MA number / : JITT-Ne(001119)-(PT™-
Tpou3BoACTBEHHAS JIHUEH3US Homep PY RU)

Analysis performed according to ND / Ananu3s nposegen mo HJI: JITT-Ne(001119)-(PT"-RU)-210623

Ne Test / [Toka3zaTesns Result / Pe3yabTaTsl

Specification / Hopma

1 |Description / Onucanue

with characteristic odor /

C XapaKTEPHBIM 3al1aXOM.

Homogeneous semi-transparent gel | Homogeneous transparent or semi-

transparent gel with characteristic odor /

OnHopomHBIH monynpo3paqHslil rens | OAHOPOIHBIN NIPO3payHbIN UK

HOJTyNPO3Pa4HbLi refib ¢ XapaKTepHbIM
3alaxoM.

2 |Identification / I/Iueﬂ?mbmcauuﬂ

2a | Ketorolac tromethamine /
Keroponaka TpoMeTaMuH

CooTBeTCTBYET

Complies as prescribed /

[ 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 ynep:kuBaHUS OCHOBHOTO ITHKA
Ha  XpOMarorpaMMe  HCIIBITYEMOIO
pacTBOpa [O/DKHO  COOTBETCTBOBATH
BpPeMEHH YAEPKHBAHHUA OCHOBHOTO NUKA

Ha XpoMaTtorpaMmme pacTBOpa
CTaHgapTHoro obpasla KeTopoJsaka
TpOMETaMUHA (pazgen

«KonuuecTBeHHOE ONpeaeneHne»)

Remarks : The Product confirms to ND/
[Tpumeuanune: IIpoaykt coorBercTByeT TpeboBaHmaM HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[loaroTosneHo: [Iposepeno: [Tpoeepero(AOK): person / Ono6peno: ObecnedeHue
Yogesh Chauhan / Pravesh Rana _ Amit Kumar KadecTBa/OTBETCTBEHHOE JIULIO:
N _CONIL KUM AL
/ / e <
Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 Date / [-7,_02,__40)_6
Hara: Jara: Hara: Jara:

Registered Office: 8-2-237, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Product / Ketorol gel for external use 2 %

IMpoaykr Ketopon®, renb Juist Hapy)XHOTo npuMeHeHus 2 %

Slanlkeliy Russia / Poccus

PbiHOK

Batch No / V260105 Batch Quantity / 1 32649 units /
Cepusi Ne Pa3mep cepun 32649 ennnuul
Analytical Report No / 040003282138 Date of Analysis / ¢ 16-02-2026
AHaJIHTHUYECKHH 0TYeT No Hata aHanusza

Date of Manufacture / 02/2026 Date of Expiry / 1 01/2028

JlaTa npou3BoacTBa T'oaen 10 (BKJI.)

Mfg. License No. / MNB/05/263 MA number / : JITT-Ne(001119)-(PT -
Ipou3BOACTBEHHAS JIHIIEH3HA Howmep PY RU)

No

Analysis performed according to ND / Auasiu3 nposeaes no H/: JITI-Ne(001119)-(PT'-RU)-210623

Ne Test / IToka3arean

Result / PesyabTaThl

Specification / Hopma

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MerunnaparuapokcubeHsoar
HaTpUs M MPOTHINAPAruAPOKCH-
OeHsoaT HaTpus

Complies as prescribed /
CoOoTBETCTBYET

The retention time of the sodium methyl
parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation (Assay
section). / Bpemena ynepxuBaHus
OCHOBHBIX MHUKOB Ha XpOMaTorpaMmme
HCIIBITYEMOTO  pacTBOpa  AOJDKHBI
COOTBETCTBOBATh BpEMEHaM
YIEpKHBAaHUA OCHOBHbIX MMKOB Ha
XpPOMaTorpaMMe pacTBOpa CTAHAAPTHBIX
o0pa3uoB MeTHinaparuapokcubensoara
n NpONWINaparuaApoKcHoeH30aTa.
(paznmen «KonuyecrsenHoe
ompesieNieHue»)

3 | Weight of package content /
Macca cogepxxumMoro
yNaKOBKH

304g/304r

Should correspond to the requifements /
B cooTBeTCTBUU C TpeOOBAHUAMHU.

4 | pH of aqueous suspension /
pH BogHoit cycneH3nun

6.0

6.0-7.8/016,0 no0 7,8

Remarks : The Product confirms to ND/

IIpumeuyanue: IIpoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akauenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
llonrorosneno: 7 [TpoBepeHo: ITpoeepeno(AOK): person / OnobpeHo: Obecneyenue
Yogesh Chauhan Pravesh Rana Amit Kumar KayecTBa/OTBETCTBEHHOE JIMLIO:
(,7 = _CUNIL KumRZ,
/"/ = /——<V‘/’
Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 Date / 17DL-A0v6
Jara: Hara: Jara: Jlara:

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: L85195AP1984PLCO04507

www.drreddys.com
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Product / Ketorol gel for external use 2 %

Hpoaykr Ketopon®, rens s HapyxHOTO ApuMeneHns 2 %

Rhckety Russia / Poccus

Poinok

Batch No / V260105 Batch Quantity / : 32649 units / ‘
Cepus Ne Pa3mep cepun 32649 equHun
Analytical Report No / 040003282138 Date of Analysis / : 16-02-2026
AHanuTHYecKHii oTyeT No JlaTa ananu3sa

Date of Manufacture / 02/2026 Date of Expiry / ¢ 0172028

JlaTa npou3BoACTBA TI'ogen a0 (BKJI.)

Mifg. License No. / MNB/05/263 MA number / + JITT-Ne(001119)-(PT-
IpoM3BOACTBEHHASN JIHLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Auanus nposeen mo HJL: JITI-Ne(001119)-(PT-RU)-210623

Ne Test / I[ToxazaTennb

Result / PesyabTaTbl

Specification / Hopma

5 "\;iécosity / BA3KOCTD

7.049 poise / 7,049 nyas

Between 5 and 12 poise /
Ot 5 no 12 myas

6 | Related substances / Ilpumecu

Ketorolac 1-keto analogue /
1-xeToaHaNOTr KETOPOJIaka

0.0228 %

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

Ketorolac 1-hydroxy analogue /
1-ruipoKCHAHANIOr KETOpoJaKa

npeacina KOMAUCCTBEHHOTO OTIPENENICHUSA

Below LOQ (LOQ = 0.020 %) / Huske

(TIKO = 0.020%)).

Not more than 0.5 % / He 6onee 0,5 %

Any single unidentified

Below BDL / Huxe nopora

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

impurity/ ExunudHas perucTpaiuu

HeuIeHTUHULIUPOBaHHAS

nprMech ‘

Total impurities / Cymma Not more than 3.0 % / He 6onee 3,0 %
NpUMECEH 0.0228 %

7 | Microbial limits / MukpoGuosiornyeckasi YucToTa

Remarks : The Product confirms to ND/
Mpumeuanne: Tponykr cootreTcTRyeT TpeboraHuam HJT

Conclusion : APPROVED /
3aknroyenue: OJOBPEHO

Prepared by /
IToaroTosneHo: 5
Yogesh Chauhan/~

///"

Checked by /
[TposepeHo:
Pravesh Rana

Checked by (AQA) /
[Tposepeno(AOK):
Amit Kumar

e

Approved by: Quality Assurance/Authorized
person / Omobpeno: ObecnedyeHue
kayecTpa/OTBETCTBEHHOE JIULIO:
L -:l( L Ru~RAL
v

Date /16.02.2026
Hara:

Date /16.02.2026
Jara:

Date /16.02.2026
Jlara:

Date /
Jara:

l"ﬂo%@u,

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLCO04507

www.drreddys.com
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Product/ : Ketorol gel for external use 2 %
IlpoaykT Ketopon®, resb g HapyXHOro npuMeHeHus 2 %
Market? Russia / Poccus
Poinox
Batch No/ ! V260105 Batch Quantity / : 32649 units /
Cepus Ne Pazmep cepun 32649 eanHun
Analytical Report No / : 040003282138 Date of Analysis / : 16-02-2026
AHaJlUTHYECKHT oTueT Ne JlaTa anajiusa
Date of Manufacture / 1 02/2026 Date of Expiry / : 01/2028
Jata npon3BoacTra T'osen g0 (BKA.)
Mfg. License No. / : MNB/05/263 MA number / : JITI-Ne(001119)-(PT -
ITponsBoacTBEHHAS TULEH3HS Homep PY RU)
No
Analysis performed according to ND / Ananus nposeaen no HJ/I: JITI-Ne(001119)-(PI'-RU)-210623
Ne Test / [Toka3zaTenb Result / PesysabTaTsbl Specification / Hopma
Total aerobic microbial count / Less than 10 CFU/g / Menee 10 Not more than 102 CFU/g /
Ob1ee YMcI0 a3poOHbIX KOE/r He Gonee 102 KOE/r
MHKPOOPIaHi3MOB
Total combined yeast and Less than 10 CFU/g / Menee 10 | Not more than 10! CFU/g /
molds count / O6uiee yncno KOE/r He Gonee 10! KOE/r
JPOMOKEBDIX U IIECHEBBIX
rpubor
Pseudomonas aeruginosa Absent in 1 g/ OTcyTcTBYeT B Ir Should absent in 1 g/ OtcyTcTBUE B 1T
Staphylococcus aureus Absent in 1 g/ OtcyTcTByeT B 1T Should absent in 1 g/ OTcyrcTBUe B 1T

8 | Assay/ KoJuuecTBeHHOE OnpeesieHHe:

Ethanol / Dtanon 99.1 % [NLT 85% and NMT 115% of the
labeled amount /
Or 85 no 115% ot 3asBiieHHOTO
KOJIMYECTBa
Dimethyl sulfoxide / 99.6 % NLT 90 % and NMT 110% of the
HumeTuncynbhokcHn labeled amount / OT 90 mo 110 % ot
3aABIEHHOTO KOJIMYECTBA
Sodium methyl parahydroxy- 100.7 % R NLT 90% and NMT 110% of the
benzoate / Merunnapa- labeled amount / Ot 90 mo 110 % or
rUApOKCHOEH30aT HATPUS 3asBJIEHHOTO KOJIMYECTBA
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: Ilponykt cooTBeTcTBYET Tpeboranuam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToeneHo: »  ||ITpoBepeHo: 4 [TposepeHo(AOK): person / Ono6peHo: ObecneueHue
Yogesh Chauhan ”//’ |{Pravesh Rana ﬁ Amit Kumar N kauecTBa/OTBETCTEBEHHOE JIULO:
' ' P _Cumie Ky
Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 Date / 1o Zr,{()),(
Hara: Hara: Jara: Jarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product/ Ketorol gel for external use 2 %

IlpoaykT Ketopon®, renb 4/11 HapyKHOTO NMpUMeHeHUs 2 %

Blarkees Russia / Poccns

PbiHok

Batch No / V260105 Batch Quantity / : 32649 units /
Cepus Ne Pasmep cepuu 32649 enunun
Analytical Report No / 040003282138 Date of Analysis / : 16-02-2026
AHannTu4uecKuii oTuet Ne Hata ananuza

Date of Manufacture / 02/2026 Date of Expiry / : 01/2028

JlaTa npousBojacTia Tonen no (BKJ1.)

Mfg. License No. / MNB/05/263 MA number / : JII-Ne(001119)-(PT-
TIpon3BoaCTBeHHAS JIHIEH3NA Homep PY RU)

No

Analysis performed according to ND / Ananus nposeaen no HJI{; JITI-Ne(001119)-(PI'-RU)-210623

Ne J Test / IToka3zaTenanb

benzoate / Iponunmnapa-

Sodium propyl parahydroxy-

Result / PesynbTaThbl

Specification / Hopma

NLT 90% and NMT 110% of the
labeled amount / Ot 90 mo 110 % ot

100.3 %
THAPOKCHOBEH30aT HATPUSI 3asBJICHHOTO KONHYeCTBa
Ketorolac tromethamine / NLT 90 % and NMT 110 % of the
| Keropomnaka TpoMeTaMuH 99.6 % labeled amount / Ot 90 no 110 % ot
& (1]

3a4BJICHHOTIO KOJTM4YECTBa

9 Package / Onncanue
YIIAKOBKH

30 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube together with patient information leaflet in a carton. / ITo 30 r B TyOy u3
JTaMMHAPOBAaHHOIO aAJIOMWHMA, CHAOXKEHHYI0O MeMOpaHOH nansi KOHTPONA
nepBoro BcKphiTHA. [lo 1 TybGe BMecTe ¢ MHCTpYKLMEH MO MeIULMHCKOMY
MPUMEHEHHUIO (JIMCTKOM-BKJIAbIIIEM) B NIAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumevanue: TpoaykT cootsercTByeT Tpebosanuam HJJ 3akawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroroenexo: -z [Tposepeno: ITpoBepeno(AOK): person / Onobpeno: Obecnevenne
Yogesh Chauhan/”"  [IPravesh Rana Amit Kumar kayecTa/OTBETCTBEHHOE JIHLLO:
7 e _QuriIL Ky
U all /\ il <
Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 Date / 1702401 &
Hara: Hara: Jara: Jara:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product / Ketorol gel for external use 2 %

IIponykTr Ketopon®, rens juis Hapy»XHOT0 NpuMeHeHus 2 %

i Russia / Poccust

Prinok

Batch No / V260105 Batch Quantity / : 32649 units /
Cepus No Paszmep cepumu 32649 eaunuil
Analytical Report No / 040003282138 Date of Analysis / ¢ 16-02-2026
AHannTHyeckuid oTyeT Ne JlaTa anannza

Date of Manufacture / 02/2026 Date of Expiry / : 01/2028

JlaTa nponspoacTaa Togex a0 (BKJIL.)

Mifg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
IlponsBoacTeeHHast MTHIEH3US Homep PY RU)

No

Analysis performed according to ND / Ananu3s npoeeges no HJ/L: JIIT-Ne(001119)-(PT-RU)-210623

API name / Haumenosauue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTamMuH

INN / MHH:

Ketorolac / Ketoposnak

' API manufacturer batch number /

npoussoantes I'JId:

Howmep cepnu npoussoautens ADC: ABSHI029T5
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHumH | FESA00498

API Manufactured by & country /
Ipoussoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India / JI-p Pennu c Jlabopatopus JIta, Unmus

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

HaunmeHoBaHue, aapec, NULEH3Us 1151
IIponspoacTBeHHas myomagKa /
IMnowmaaka KOHTpoOIsI KadecTBa /
[Inomanka BbINyCKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 1732085, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc Jita., Munus, IpousBoacreeHHoe
noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, baanu, Jiuctpukr Conan,
X.I1., 173205, Uuaus (nuuen3us Homep MNB/05/263)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Iponykt cooTBeTcTBYeT TpeboRaHuAM HJI 3akmodenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[loxrotoBneHo: [Tposepeno: [Tporepeno(AOK): person / Opobpeno: ObecnedyeHne
Yogesh Chauhal// Pravesh Rana Amit Kumar N KaweCTBfi(()TBeTCTBeHHOG Jmnc;L

: : i U xumn

Ko T

Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 Date / )0 2-A0Lb
Jara: Jlara: Jara: Jlara:

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %
IMpoaykT KeTopon®, renb Uit HapyKHOTO NpUMeHeHHs 2 %
Marlet { Russia / Poccus
PbiHOK
Batch No / T V260105 Batch Quantity / : 32649 units /
Cepus Ne Paszmep cepumu 32649 eauHun
Analytical Report No / ¢ 040003282138 Date of Analysis / : 16-02-2026
AHanuTHUYECKHIT oTyer No JlaTa anannsa
Date of Manufacture / 1 02/2026 Date of Expiry / : 01/2028
JaTta npousBoacTBa I'onen go (BKJ1.)
Mfg. License No. / : MNB/05/263 MA number / : JITT-Ne(001119)-(PT-
IIpou3BOACTBEHHAS IHIIEH3NS Homep PY RU)
Ne
Analysis performed according to ND / Auann3 nposenen no H/: JITI-Ne(001119)-(PT'-RU)-210623

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 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».

3aki04eHne 0 cooTBeTcTBHH: «HacTosiuM s MOATBep)kHalo, YTO TNpHBEJEHHAas Bbille HHGOpMALUS
ABJIAETCS JOCTOBEPHOM M TOYHOH. DTa cepus NPOAYKLMH Npou3BeeHa (BKIIOUYas YNaKoBKY (MapKHpPOBKY) U
KOHTPOJIb Ka4€CTBA) Ha BbILICYKa3aHHOH MPOU3BOACTBEHHO MitolIake (MUIOLIakax) B IOJIHOM COOTBETCTBUU
¢ TpeboBanusamu [lpaBni Hajexalleld MpoU3BOACTBEHHON NpakTUKK EBpasuiickoro 3KOHOMHUYECKOTO COH3a
¥ TpeOOBaHUAMH KOHTPOJIS KauecTBa JISKapCTBEHHBIX CPELICTB, a TAKKEe B COOTBETCTBUM CO CrENMMDUKALIMAMH,
cofiepXKalllUMHUCS B PErMCTPALHIOHHOM AOChE CTPaHbl-MMIOpTepa. 3amucH Mo MPOU3BOACTBY, YMAKOBKE U
aHaM3y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHMAM [IpaBui Haanexarieil NpoM3BOACTBEHHOM
npakTHK EBpa3niickoro 5SKOHOMHHECKOTO COO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykt cooTBeTCTBYET TpeboBaHuaM HJ 3aknouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrotopneno: [Tposepeno: [Tposepeno(AOK): person / Ono6peno: Obecnedenue
Yogesh Chauhan”/ Pravesh Rana Amit Kumar/\ kadecTBa/OTBETCTBEHHOE JIHILIO:
(j%’ 4 /\ - ~CuriL gy Al
L b _ r‘( 1
Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 Date / 190 )_—-(M
Jlara: JlaTa: JaTa: Jara:

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: L85195AP1984PLC004507
www.drreddys.com





