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Product / Ketorol gel for external use 2 %

IIpoaykr KeTtopon®, renb 115 HapyKHOTo npuMeHeHus 2 %

el Russia / Poccus

PbiHOK

Batch No / : V260399 Batch Quantity / : 19322.000 units /
Cepus Ne Pasmep cepun 19322.000 eguHu
Analytical Report No / : 040003425397 Date of Analysis / 12.06.2026
AHaJMTHYECKHIA 0THeT Ne Jata ananusa

Date of Manufacture / : 05/2026 Date of Expiry / 1 04/2028

JlaTa npon3BoacTBa Tonen po (Bka.)

Mfg. License No. / : MNB/05/263 MA number / + JIII-Ne(001119)-(PT-
ITpou3BoacTBEHHAS JIMLIEH3 U Homep PY RU)

No

Analysis performed according to ND / Ananus nposeaes no H/I: JIIT-Ne(001119)-(PI'-RU)-210623

Ne Test / IlokaszaTennb

Result / PesyabTarbl

Specification / Hopma

1 |Description / Onucanue

Homogeneous transparent gel with
characteristic odor / OnHopoaHBI#
NPO3paUHbIii resib ¢ XapaKTepHbIM
3anaxom.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHopoAHBIY NpO3pavHbIH UITH
NONYNpPO3payHbIi refb ¢ XapaKTepHbIM
3a11axom.

2 |Identification / UaenTudukauus

2a |Ketorolac tromethamine /
KeToponaka TpoMeTaMuH

Complies as prescribed /
CooTBETCTBYET

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)KHBaHMS OCHOBHOIO THKa
Ha  XpOMAarorpamme  HCIbITYEMOrO
pacTBOpa  JOJDKHO  COOTBETCTBOBATH
BpPEMEHH yIEep>KUBAHHsA OCHOBHOIO TTHKA
Ha XpoMaTorpaMmme pactBopa
CTaHJapTHOro obpasua KeTopoJsiaka
TpoMeTaMHuHa (paznen
«KonuecTBEeHHOE ONpPEIeICHUE)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykt cooTBeTCTBYET TpeboBanuaM HJ 3aknoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized
[TonrorosneHo: [TposepeHo: ITposepeno (AOK): ||person / OnobpeHo: ObecneueHue
Shagun Pravesh Rana Amit K mar_ Ka‘leCTBa/OTBETSTBeHHoe JIHLO:
9 —— |NAat\conim }F‘D
— / b
Date / Date / Date / Date / S \(5/;/5"
Jara: 13.06.2026 Hara: 13.06.2026  ||Hara: 13.06.2026 Hara: /

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
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Product / Ketorol gel for external use 2 %

IIpoaykT KeTopon®, renb aj1s1 HapyXHOTO MPUMEHEHUA 2 %

s Russia / Poccus

PbiHok

Batch No/ : V260399 Batch Quantity / : 19322.000 units /
Cepus Ne Pa3mep cepuu 19322.000 epquuuL
Analytical Report No / : 040003425397 Date of Analysis/ : 12.06.2026
AHAJTUTHYECKHIT 0oTUeT Ne JaTa ananusa

Date of Manufacture / 1 05/2026 Date of Expiry / : 04/2028

JaTa npousBoacTBa T'oaeH po (BkJL.)

Mfg. License No. / : MNB/05/263 MA number / + JITI-Ne(001119)-(PI'-
ITpousBoacTBEHHAS JINIIEH3HS Homep PY RU)

No

Analysis performed according to ND / Ananus nposeaen no HJI: JITI-Ne(001119)-(PT-RU)-210623

Ne Test / [loxazaTenanb

Result / PesyabTaThl

Specification / Hopma

2b | Sodium methyl parahydroxy-

Complies as prescribed /

The retention time of the sodium methyl

pH BoaHoi#i cycnensun

benzoate and sodium propyl CooTBeTCTBYET parahydroxybenzoate and sodium propyl

parahydroxybenzoate / parahydroxybenzoate peak in the

MerunnaparsuapokcuoeH30aT chromatogram of the sample preparation

HaTpHsl U NPONUINaparuapoKcH- corresponds to that in the chromatogram

Oenzoar HaTpus of the standard preparation (Assay
section). / BpemeHa ynepXuBaHHs
OCHOBHBIX THKOB Ha XpOMaTorpamMme
HCTILITYEMOTO ~ PAacTBOpa  JIOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIOEepKUBAaHUS OCHOBHBIX NHKOB Ha
XpoMaTorpaMMe pacTBOpa CTAHAAPTHBIX
00pa3LoB MeTHINaparuapokcubeHszoara
u npomuinaparaapokcubeHsoara.
(pa3men «KonuuecteeHHOE
onpeneneHue»)

3 | Weight of package content/ 50.1g/50,1r Should correspond to the requirements /
Macca conepxxumoro B cooTBeTCTBMY ¢ TpeOOBAHUAMM.
YNaKOBKH

4 |pH of aqueous suspension / 6.8 6.0-7.8/016,0 n0 7,8

5 | Viscosity / BsskocTb

6.262 poise / 6,262 myas

Between 5 and 12 poise /
Ot 5 no 12 myas

Remarks : The Product confirms to ND/
IMpumeuanue: [poaykr coorsercryeT TpeboBanuam HJ{

Conclusion : APPROVED /
3akaodenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[MoaroTosneHo: [pogepeno: » |[Mposepeno (AOK): |[person / Onobpeno: Obecneuenue
Shagun Pravesh Rana { Amit Tu\m?r/\ kayecTBa/OTBETCTBEHHOE JIHLIO:
1 2 1Ko LOS
= | <=

V ; il )é’e(a )
Date / Date / Date / Date / R /’/0
|lara: 13.06.2026 Jara: 13.06.2026 Hara: 13.06.2026 Harta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29G0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PL.CO04507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %

IIpoaykr Ketopon®, renb Wi HAPYKHOro NpuMeHenus 2 %

S Russia / Poccus

PbiHok

Batch No / 1 V260399 Batch Quantity / + 19322.000 units /
Cepus Ne Paszmep cepuu 19322.000 enuHuL
Analytical Report No / : 040003425397 Date of Analysis / : 12.06.2026
AHajnTHYeCKMii oTyeT No JlaTa ananusa

Date of Manufacture / : 05/2026 Date of Expiry / : 04/2028

JaTa npous3BoacTBa TI'oaen no (BKJI.)

Mfg. License No. / : MINB/05/263 MA number / : JHI-Ne(001119)-(PT™-
Ipou3BOACTBEHHASA JINLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Ananu3 nposeaed no H/I: JITT-Ne(001119)-(PI"-RU)-210623

Ne Test / [TokazaTenb Result / PesyabTaThl Specification / Hopma

6 |Related substances / [Ipumecu

Ketorolac 1-keto analogue / 0.0251 % Not more than 1.0 % /He 6osee 1,0 %
1-KeToaHanor KeTopoJaka

Ketorolac 1-hydroxy analogue / | Below LOQ (LOQ = 0.020 %) / Hwke | Not more than 0.5 % / He 6onee 0,5 %

l-FI/IllpOKCIdaHaJIOF KeTopoﬂaKa npeneia KOJIUIECTBEHHOrO OIpeaeNIeHUs
(TTKO = 0,020 %)

Any single unidentified Not more than 1.0 % / He 6onee 1,0 %
impurity/ EquHn4Has Below LOQ (LOQ = 0.025 %) / Huxe

HeI/IJlCHTI/ICbI/I[II/I]JOBaHHaﬁ npeacia KoOJMYCCTBEHHOIO ONpEACICHHA

— (ITKO = 0,025 %)

Total impurities / Cymma 0.0251 % Not more than 3.0 % / He Gonee 3,0 %
npuMecei

7 | Microbial limits / MukpoGuoJioruieckasi 4ucToTa

Total aerobic microbial count / Less than 10 CFU/g / Not more than 10> CFU/g /
O61mee yucao aspoOHbIX Menee 10 KOE/r He 6onee 102 KOE/r
MUKPOOPraHU3MOB

Total combined yeast and Less than 10 CFU/g / Not more than 10! CFU/g /
molds count/ OGiee Menee 10 KOE/r He 6onee 10! KOE/r

YUCIIO JPOAOKEBBIX U
IUTECHEBLIX TPUOOB

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykT cOoTBETCTRYET TpeboBanusm HJ| 3axknaroyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[oaroroeneno: ITposepeHo: . I[Tposepero (AOK): (|person / OnobpeHo: Obecneuenue
Shagun Pravesh Rana / Amit Kymar Ka‘lBCTBﬂ/OTBCTCTBCHH()e JIMLO:

V A h 18] CDxMW\ W&

4 = )

Date / Date / Date / Date / \ \ /ﬁ’/() 2%
Jara: 13.06.2026 Jlara: 13.06.2026  [|[Tara: 13.06.2026 Hara: Yinf

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 Q,g’.

CERTIFICATE OF ANALYSIS
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Xhol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 4 0f 6/ Ctp. 4 u3 6

Product / Ketorol gel for external use 2 %

ITpoaykTt Ketopon®, renp i HapyKHOTO NpUMeHeHua 2 %

Barket, Russia / Poccust

Poinok

Batch No / 1 V260399 Batch Quantity / : 19322.000 units /
Cepus Ne Pazmep cepuu 19322.000 epunuL
Analytical Report No / : 040003425397 Date of Analysis / : 12.06.2026
AHanuTuyecKui oTuer Ne Jarta ananu3a

Date of Manufacture / : 05/2026 Date of Expiry / + 04/2028

JaTa npousroacTea TI'onen po (BkJ1.)

Mfg. License No. / : MNB/05/263 MA number / : JITT-Ne(001119)-(PT-
Ipou3BoACTBEHHAS JIMLIEH3US Homep PY RU)

No

Analysis perforn;ea ;ccording to ND / AHanu3 nposeaed no HI: JIH-N9(001119):(PF-RU)-210623

Ne Test / ITokazaTtennb

Result / PesyabTaTthl

Specification / Hopma

Pseudomonas aeruginosa

Absent in 1 g/ OtcytcTBYeT B 11

Should absent in 1 g/ OtcyTcTBue B 1T

Staphylococcus aureus

Absent in 1 g/ OtcyTcTBYeT B 1T

Should absent in 1 g/ OrcyTtcTBue B 1r

8 | Assay/ KonunuyecTBeHHoOe ofnpeaesieHHe:

Ketoponaka TpoMeTaMUH

Ethanol / DtaHon 99.5 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 mo 115% or 3asiBaeHHOrO
KOTUYECTRA

Dimethyl sulfoxide / 103.9 % NLT 90% and NMT 110% of the

Jumetuncynsdokcun labeled amount / OT 90 mo 110 % ot
3asBJIEHHOTO KOJNUYECTBa

Sodium methyl parahydroxy- 97.6 % NLT 90% and NMT 110% of the

benzoate / MeTunnapa- labeled amount / Ot 90 no 110 % ot

ruapoKcHbeH30aT HaTpus 3asBJIEHHOT'O KOJNUYECTBa

Sodium propyl parahydroxy- 98.5% NLT 90% and NMT 110% of the

benzoate / Tlponunmnapa- labeled amount / Ot 90 mo 110 % ot

TUAPOKCHOEH30aT HATPHS 3as1BJICHHOTO KOJIMYECTRA

Ketorolac tromethamine / 100.5 % NLT 90 % and NMT 110 % of the

labeled amount / Ot 90 g0 110 % ot
3asBJIEHHOTO KOJIMYECTBA

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHuam HJT

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[ToaroToBsiEHO: [Tposepeno: / [Tposepeno (AOK): ||person/ Opobpeno: ObecneueHne
Shagun Pravesh Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLO:
<
¥ "Rl \Comim oy o)
.
Date / Date / Date / Date /
Hara: 13.06.2026 Jlata: 13.06.2026 Hara: 13.06.2026 Jlara:

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: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product/ Ketorol gel for external use 2 %
IIpoaykr KeTtopoa®, renb ans Hapy»KHOTO MpUMeHEHNs 2 %
Market/ Russia / Poccus
PoiHoK
Batch No / 1 V260399 Batch Quantity / : 19322.000 units /
Cepus Ne Pasmep cepun 19322.000 eaunnn
Analytical Report No / : 040003425397 Date of Analysis / : 12.06.2026
AHaJUTHYECKHI oTyeT No JlaTa ananusa
Date of Manufacture / : 05/2026 Date of Expiry / : 04/2028
JlaTa npon3BoaAcTBa I'onen a0 (BKJI.)
Mfg. License No. / : MNB/05/263 MA number / : JIH-Ne(001119)-(PT-
IIpou3BOACTBEHHAS JTHUEH3HS] Homep PY RU)
Ne
Analysis performed according to ND / Ananu3 npoeeaed no HJI: JITI-Ne(001119)-(PI'-RU)-210623

Ne Test / IlokazaTennb

Result / PesyabraThl Specification / Hopma

9 |Package/Onucanue ‘

YIIaKOBKH

50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube together with patient information leaflet in a carton. / ITo 50 r B TyOy u3
JJaMYHHPOBAHHOIO  ANTOMMHUS,
nepBoro BekpbiTus. [To 1 TybGe BMecTe ¢ MHCTPYKLMEH N0 MEIULMHCKOMY
TPUMEHEHUIO (JINCTKOM-BK/IA/IBIIEM) B AYKy KapTOHHYIO.

cHabxeHHyl0 MeMOpaHOH s KOHTpOJIA

API name / Haumenosanue ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussogutens ADC:

ABSHO006777

FP Manufacturer API Batch number /
Homep cepuu cy6eTaHuMH
npoussoautens I'JId:

FETA00145

API Manufactured by & country /
ITpouseoautesn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India / I-p Pennu’c Jlaboparopus Jita, Uuans

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanne: [Tponykr coorerctyeT Tpebopanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[TogrorosneHo: [Tposepeno: [TpoeepeHo (AOK): |[person / Onodpeno: Obecrieuenne
Shagun V Pravesh Rana / Amit K?Qa:'/“ kayecTBa/OTBETCTBEHHOE NHLO:
/] /—-—) o 0
| S lﬁw ICAMmwA i }9§
/Zﬂ/ ok b
Date / Date / Date / Date / C V< \ )/VO ’
Hara: 13.06.2026 HaTa: 13.06.2026 Jara: 13.06.2026 JlaTa:

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
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@
? o@® Formulation Unit-6
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CERTIFICATE OF ANALYSIS i, car
CEPTU®UKAT AHAJIM3A ~ WWWoreddys
Page 6 of 6 / CTp. 6 M3 6
Product/ : Ketorol gel for external use 2 %
IpoaykTr Ketopon®, renb 111 HApYKHOTO MpUMeHeHUs 2 %
Market/ Russia / Poccus
Prinok
Batch No / 1 V260399 Batch Quantity / : 19322.000 units /
Cepusi Ne Pasmep cepuu 19322.000 equHuL
Analytical Report No / : 040003425397 Date of Analysis / : 12.06.2026
AHANUTHYECKHI oTueT No JlaTa aHa/nu3a
Date of Manufacture / 1 05/2026 Date of Expiry / : 04/2028
Jata npou3sBoacTBa T'omen ao (BKJL.)
Mfg. License No. / : MNB/05/263 MA number / : JIIT-Ne(001119)-(PT -
Tpou3BoACTBEHHAS IHUEH3US Howmep PY RU)
Ne
Analysis performed according to ND / Ananns nposegen o HJ/L: JITT-Ne(001119)-(PI'-RU)-210623

rﬁame, address, authorization No for Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
FP manufacturing site / Control site/ | Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

Release site / MNB/05/263) /

HaumenoBanue, anpec, auuensust aasa | JI-p Pennu’c Jlaboparopuc JIta., Uunua, IlponsBoacteeHHoe
IMpou3BOACTBEHHAS MJIOLIAAKA / nozapazaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Iuctpukr Conas,
Inomwaaka KOHTpoOJIA KayecTBa / X.I1., 173205, Unnus (uuensus nomep MNB/05/263)

Inowanka BbINycKa

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».

3aksoueHue o coorBercTBHM: «Hactosmum g moarBepxaaro, 4YTO MNpUBEAECHHAs Bbille HMHPOpPMALIUA
SIBJISIETCS IOCTOBEPHON M TOYHOH. DTa cepus MpONYKLMHU MPOoU3Be/ieHa (BKJIIOUas yNakoBKY (MapKHpOBKY) H
KOHTPOJIb KaueCTBa) Ha BblLIICYKa3aHHOM MPOM3BOACTBEHHOH IUToLIake (TUIOLAaKax) B IIOJIHOM COOTBETCTBHU
¢ TpeboBanusMu [IpaBun Hajnexaied NpPoU3BOACTBEHHON NpakTHKH EBpa3suiickoro 3KOHOMHMUYECKOTO COK03a
¥ TpeOOBaHUAMH KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPEICTB, 2 TAKXKE B COOTBETCTBHHU CO crieLiUHKALUAMHY,
coJiepXallUMHUCA B PETMCTPAllMOHHOM JIOChE CTPaHbI-MMIIOpTepa. 3alHicH MO TNPOU3BOACTBY, YIAKOBKE H
aHanu3y MpoBEPEHbl, U YCTAHOBICHO MX COOTBETCTBUE TpeboBaHusaM [IpaBun Hafnexallel Mpou3BoACTBEHHOM
npaxkTUK EBpasuiickoro 3kOHOMMYECKOr0 COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Opumeuyanue: [Iponykt coorBeTcTBYeT TpeboBanuam HJL 3akmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[Toarotosnexo: [TposepeHo: [posepeno (AOK): [|person / Onobpeno: Obecneyenue
Shagun . Pravesh Rana Amit Kumar kauecTBa/OTBETCTBEHHOR JIMLLO:

ff/ [\/\ 25100 \CoRhn 5 }_Qﬁ

= [ Cad ’Obﬂ. 6

Date / Date / Date / Date / N TE N j()/v
Hara: 13.06.2026 Jara: 13.06.2026 Hara: 13.06.2026 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: L85195AP1984PLC004507
www.drreddys.com





