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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 %
IpoaykT Keropon®, resb mig Hapy»HOro npuMeHeHus 2 %
Mrket. /i Russia / Poccus
Poinok
Batch No / : V260403 Batch Quantity / : 19820.000 units /
Cepus Ne Pasmep cepuu 19820.000 enuuuy
Analytical Report No / : 040003426959 Date of Analysis / : 12.06.2026
AHAJIMTRYECKUI oTyeT No Jata anaausa
Date of Manufacture / 1 05/2026 Date of Expiry / : 04/2028 |
JaTa npousBoacTBa I'oxen po (BkJI.)
Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
ITpousBoacTBeHHAs JIHIEH3HS Homep PY RU)
No
Analysis performed according to ND / Auanus nposenen no H/: JITI-Ne(001119)-(PI'-RU)-210623

Ne Test / ITokazaTens

Result / PesyabTaThl

Specification / Hopma

1 |Description / Onucanue

Homogeneous transparent gel with
characteristic odor / OnHopoaHbIi

MpO3payHbIi reNb ¢ XapaKTepHbIM

3aaxoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHopoaHbIH NPO3padHbIA UK
NOYNPO3paYHbIHN IeJlb ¢ XapaKTEPHbIM
3araxoM.

2 |Identification / l/l-lleHTH(:bl/lKallHﬂ

2a | Ketorolac tromethamine /
Ketoposnaka TpoMeTaMuH

Complies as prescribed /
CooOTBeTCTBYET

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). /
Bpemsa ynepxuBaHUS OCHOBHOTO IHKa
Ha  XpOMAaTOTpaMME  HCIIbITYEMOTO
pacTBopa  NOJKHO  COOTBETCTBOBAThH
BpPEMEHH YIEepP)KUBAaHUs OCHOBHOIO MUKa
Ha Xpomartorpamme pactBopa
CTaHIapTHOro of0pa3ua KeTopoJsaka
TpOMeTaMuHa (paznen
«KonuuecTBeHHOE OMpEaeneHHE)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanue: IlpoaykT cooTBeTcTBYET TpeOoBaHUsAM HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[TosrorosneHo; ITposepeHo: ITposepeno (ACK): ||person / Onobpeno: ObecnieueHne
Vishal Sharm Pravesh Rana Amit Kumar kayecTsa/OTBETCTBEHHOE JTULIO:

| ool \ (o ﬁe }9.9

_ — L pfoglo,

Date / Date / Date / Date / | \ "/;‘5 oV
Jara: 13.06.2026 Jara: 13.06.2026 Hara: 13.06.2026 Jlara: i 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
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Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

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

CEPTUPUKAT AHAJIU3A
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Product / Ketorol gel for external use 2 %

IlpoaykTt Keropon®, rens Wi HapyXHOTO NpUMeHeHus 2 %

Markety Russia / Poccus

Peinok

Batch No / 1 V260403 Batch Quantity / : 19820.000 units /
Cepus Ne Pa3mep cepun 19820.000 enuuuLl
Analytical Report No / : 040003426959 Date of Analysis / : 12.06.2026
AHaJUTHYECKHI oTyeT No JlaTa aHanuM3a

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

JlaTta npousBoacTBa TI'ogen po (BkJL.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
Tpon3BOACTBEHHAS IMLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Ananmus npopeaes no HJ1: JITT-Ne(001119)-(PT-RU)-210623

Ne Test / Iloka3zaTennb

Result / PesyabTaThl

Specification / Hopma

2b | Sodium methyl parahydroxy-

Complies as prescribed /

The retention time of the sodium methyl

pH BoaHoi#i cycneH3nn

benzoate and sodium propyl CooTBeTCcTBYET parahydroxybenzoate and sodium propyl

parahydroxybenzoate / parahydroxybenzoate peak in the

MeTtunnaparuapoxcubeHsoat chromatogram of the sample preparation

HATpUs ¥ NpONMuInaparuipokcu- corresponds to that in the chromatogram

6eH30aT HaTpUs of the standard preparation (Assay
section). / Bpemena ymepkuBaHUs
OCHOBHBIX THKOB Ha XpoMarorpaMmme
UCOILITYEMOTO  pacTBopa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
YIep)KUBAaHUA OCHOBHBIX MHKOB Ha
XpOMaTorpamMMe pacTBOpa CTaHAAPTHBIX
00pasLoB MeTWINnaparuapokcudeHsoara
u nponwinaparugpokcubensoara.
(pasnen «KonmyecTBeHHOE
OTIpE/ETICHUEY)

3 | Weight of package content / 50.2g/502r Should correspond to the requirements /
Macca comepKuMOro B cooTBeTCTBUH C TpeOOBAHUAMI.
YIIAKOBKH

4 | pH of aqueous suspension / 6.7 6.0-7.8/016,0107,8

5 | Viscosity / BaskocTb

6.431 poise / 6,431 mya3

Between 5 and 12 poise /
Ot 5 no 12 mya3

Remarks : The Product confirms to ND/

Mpumeuanne: [Tpoaykr coorserctyeT Tpedoanuam HJJ

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized
[ToarorosneHo, [Tposepeno: [Tposepeno (AOK): [|person / Onobpeno: ObecneueHue
Vishal Sharm Pravesh Rana Amit Kumar kauecTea/OTBETCTBEHHOE JIMLIO:

{i”’i‘, ( /‘Z;LM \conim 0 \Q'D
Date / Date/ Date / Date / T ' g \ 1}) 3
Jlara: 13.06.2026 Jlara: 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
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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
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Jara npou3sBoacTBa

Product/ Ketorol gel for external use 2 %

Ipoaykt Ketopoa®, rens g HapY»HOTo npuMeHeHus 2 %

Market / Russia / Poccus

PoiHok

Batch No / 1 V260403 Batch Quantity / : 19820.000 units /
Cepust Ne Pasmep cepuu 19820.000 equnu
Analytical Report No / : 040003426959 Date of Analysis / 1 12.06.2026
AunanutHdeckuii oruer Ne JlaTa ananusa

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

I'onex oo (BKJ1.)

Mfg. License No. / : MNB/05/263 MA number /
IIpousBoACTBEHHAR JIMIIEH3USA Homep PY
Ne

+ JITI-Ne(001119)-(PT-
RU)

Analysis performed according to ND / Auanus nposegen no HJI: JITN-Ne(001119)-(PT"-RU)-210623

Ne Test / IlokazaTenn

Result / PesyabTaThl

Specification / Hopma

6 |Related substances / [Tpumecn

Ketorolac 1-keto analogue /
1-KeToaHanor KeTopoaka

0.0209 %

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

Ketorolac 1-hydroxy analogue /
1-ruapoKCcHaHAIOT KeToponaka

Below LOQ (LOQ = 0.020 %) / Huxe
npeacia KOJIMYEeCTBECHHOTI'O ONPEACTIEHNSA
(TTKO = 0,020 %)

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

Any single unidentified Not more than 1.0 % / He 6omnee 1,0 %
impurity/ Equna4Has Below LOQ (LOQ = 0.025 %) / Huxe

HeH[leHTH(l)I/IquOBaHHaH npencia KOJIMYECTBEHHOT 0 ONPCACIICHUA

i (ITKO = 0,025 %)

Total impurities / Cymma 0.0209 % Not more than 3.0 % / He 6onee 3,0 %
npuMecei

7 | Microbial limits / Mukpo61oioruueckast Y4HCTOTa

Total aerobic microbial count /
OOb11ee YHCIIo a3pOBHBIX
MHKPOOPTaHH3MOB

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

Not more than 10? CFU/g /
He 6onee 102 KOE/r

Total combined yeast and
molds count / Obuiee
YHCIIO IPOXIKEBBIX U
TUIECHEBBIX TPHOOB

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

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

Remarks : The Product confirms to ND/

pumeyanue: [poaykr coorsercTByeT TpeGoBanmsm HJL

Conclusion : APPRO\ED/
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[Moarorosnexo: Ilposepeno: [Tposepeno (AOK):  [|person / Omnobpeno: Obecneyenue
Vishal Sharma Pravesh Rana . Amit Kumar KMTBGTCTBEHH?_E JIULIO:
‘ wl
7\/: 12l o /e )95
T

Date / Date / Date / Date / \ ) D'V
Jara: 13.06.2026 Hara: 13.06.2026 Jata: 13.06.2026 Jara: Ny

=

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
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CEPTUOHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product / Ketorol gel for external use 2 %

IpoayxTr Ketopon®, renb it HAPYKHOTO NpuMeneHus 2 %

i Russia / Poccus

PbiHOK

Batch No / 1 V260403 Batch Quantity / : 19820.000 units /
Cepus Ne Pasmep cepuu 19820.000 enunuL
Analytical Report No / 1 040003426959 Date of Analysis / : 12.06.2026
AHannTHyeckuii oTyeT No Hdata ananuza

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

JaTa npousBoacTaa Togen 70 (BKI.)

Mfg. License No. / : MNB/05/263 MA number / + JIIT-Ne(001119)-(PT -
Ipon3BOACTBEHHAR JINLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Ananu3 nposenen no HJI: JITIT-Ne(001119)-(PI'-RU)-210623

Ne Test / [ToxaszaTenb Result / PesyabTaThI Specification / Hopma
Pseudomonas aeruginosa Absent in 1 g/ OrcyrcrByeT B Ir | Should absent in 1 g/ OtcyTcTBHE B 1T
Staphylococcus aureus Absent in 1 g/ OtcytctByetr B Ir | Should absent in 1 g/ OrcytcTBuHe B 1T

8 Assay / KosivuecTBeHHOE ofipefesieHHe:

Ethanol / DTanon 100.6 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 mo 115% ot 3asgBiIeHHOrO
KOMUYEeCTBa

Dimethyl sulfoxide / 103.4 % NLT 90% and NMT 110% of the

JuMeTuncynehoxcun labeled amount / Ot 90 go 110 % ot
3asBJIEHHOTO KOJIMYECTBA

Sodium methyl parahydroxy- 99.2 % NLT 90% and NMT 110% of the

benzoate / Metunnapa- labeled amount / O1 90 mo 110 % ot

TUAPOKCHOEH30aT HATPUA 3asBJIEHHOr0 KOJIUYECTBA

Sodium propyl parahydroxy- 99.9 % NLT 90% and NMT 110% of the

benzoate / [Iponunnapa- labeled amount / Ot 90 mo 110 % ot

IUAPOKCUOEH30aT HATPUS 3asBJIEHHOTO KOJIMYECTBA

Ketorolac tromethamine / 100.9 % NLT 90 % and NMT 110 % of the

Ketoponaka TpoMeTaMuH

labeled amount / OT 90 no 110 % ot
3asBJIEHHOTO KOJIMYECTBA

v
\2

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: Ilpoaykr coorsercTByeT Tpebosanusm HJL 3axiawouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized
[ToaroTossieHo: [IpoBepeHo: [TpoBepeno (AOK): [|person / Onobpeno: ObecneueHue
Vishal Sharma Pravesh Rana Amit Kumar K(&‘ISQ)TBE/OTBCTCTBC%HOE JMLO:
— ﬁ’? 1al) \Corim )
Date / Date / Date / Date / Yy
Mara: 13.06.2026 Hara: 13.06.2026 Jara: 13.06.2026 Hara:

4

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product / Ketorol gel for external use 2 %

IpoaykTt Ketopon®, renb Ui HApY>KHOTO NpUMeHeHus 2 %

Market/ Russia / Poccus

PriHok

Batch No / 1 V260403 Batch Quantity / : 19820.000 units /
Cepusi Ne Pasmep cepun 19820.000 enyHuUlL
Analytical Report No / ¢ 040003426959 Date of Analysis / : 12.06.2026
AHaJNTHYECKHI oT4eT Ne Jata ananusa

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

JlaTa npon3BoacTBa Iopen no (BKJL.)

Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)-(PT'-
Tlpou3BoACTBEHHAS JIHIEH3HS] Homep PY RU)

Ne

Analysis performed according to ND / Ananns nposeaen mo H/L: JITI-Ne(001119)-(PT'-RU)-210623

Ne Test / IToka3aTennb

Result / PesynbTaThl

Specification / Hopma

9 | Package / OmucaHue
yNaKoOBKH

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
JIAMAHAPOBAHHOTO ~AIIOMHHHA, CHAa0XEHHYI0 MeMOpaHOW [Jis KOHTPOJs
neporo BckphiTisA. [To 1 Tybe BMecTe ¢ MHCTpyKLMeH MO MEIMUHHCKOMY
MPUMEHEHUIO (JIMCTKOM-BKIIAJbILIEM) B MTAYKY KapTOHHYIO.

API name / Haumenopanue A®C:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

npoussoaurens I'JID:

Howmep cepuu npoussoautesiss ADC: ABSHI0GTTT
FP Manufacturer API Batch number /
Howmep cepuu cyGecTaHuMU FETA00145

API Manufactured by & country /
IMpouspogutens AD®C, cTpana:

Dr. Reddy's Laboratories Ltd., India / JI-p Peqnu' ¢ JlaGoparopus Jita, Munus

Remarks : The Product confirms to ND/

Ipumeyanue: [Ipoaykt coorBercTByeT TpeboBanuam HJL

Conclusion : APPROVED /
3akaiodenune: OJIOBPEHO

Checked by /
[Tposepeno:
Pravesh Rana

Prepared by /
[ToarorosieHo;
Vishal Sharm

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

A

Approved by: Quality Assurance/Authorized
person / Onoopeno: ObecneueHue

T

Ka 'ma/O'rBeTCTB%HHoe JIMLO:
H;é,;mn teaniv

Date /
Jlara: 13.06.2026

Date /
Jlara: 13.06.2026

Date /
Jara: 13.06.2026

Date /
Jara:

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 Laboratories Ltd.

L/ ‘0 Formulation Unit-6
Dr' Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A  WWW.drreddys.com
Page 6 of 6/ CTp. 6 u3 6
Product/ : Ketorol gel for external use 2 %
IIpoaykr KeTtopon®, resb [j11 Hapy»HOTo MpUMEHEHHA 2 %o
iarkel ¢ Russia / Poccus
PbiHOK
Batch No / 1 V260403 Batch Quantity / : 19820.000 units /
Cepusi Ne Pa3zmep cepum 19820.000 eaunuiy
Analytical Report No / : 040003426959 Date of Analysis / 1 12.06.2026
AHanuTH4YecKHii oTyer No JlaTa ananusa
Date of Manufacture / : 05/2026 Date of Expiry / : 04/2028
Jata npouzBoacTBa I'ogen a0 (BKJ1.)
Mfg. License No. / : MINB/05/263 MA number / : JIII-Ne(001119)-(PT -
TIpOU3BOACTBEHHAS JIMIEH3US Homep PY RU)
Ne

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

Name, 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) /

Haumenoranue, aapec, auuensust ans | I-p Penn’c Jlabopatopuc JIta., Mnnus, IIpousBoacTeeHHOE
IMpousBoAcTBeHHAs MJIOLAAKA / noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Auctpukt Conas,
Ilnowmankxa KoHTpost kKavecTBa / X.J1., 173205, Unnusa (nmuuenzus Homep MNB/05/263)

IInowanka Bolmycka

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».

3akaw4yeHne 0 cooTBeTCTBHM: «Hacrosmum s MOATBEpXKAal0, YTO NpHUBEACHHAs Bblille HHOpMAaLMs
ABJIAETCSA NOCTOBEPHOM U TOYHOM. DTa cepys NPOAYKUHH Npou3BeieHa (BKIOYas ynakoBKy (MapKUpOBKY) H
KOHTpOJIb KaUeCTBa) Ha BblIIEYKa3aHHOH POM3BOACTBEHHOM Miommaxe (MI0omaaKax) B OJIHOM COOTBETCTBUU
¢ TpeboBanuamu [IpaBun Hagnexalei MpoOU3BOACTBEHHON NPakTUKK EBpa3niickoro 5KOHOMMYECKOro CO3a
1 TpeOOBaHUAMH KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPEACTB, a TAK)KE B COOTBETCTBUH CO crieLM(pHKaLMAMH,
COZIEPXKALIMMHICS B PETHCTPALIMOHHOM [0Che CTpaHbl-MMIOpTepa. 3amMcH 10 NPOHU3BOJCTBY, YIMAaKOBKE M
aHaIM3y NMPOBEPEHbI, U YCTAHOBNIEHO UX COOTBETCTBHE TpeboBaHuaM [IpaBui HajeKalle Nporn3BOACTBEHHOM
npakTHK EBpa3uiickoro 5KOHOMHUYECKOro CO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [poaykr cootBeTcTBYeT TpedoBarusam HJL 3akmwouenue: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized
[Toarorosneng! [Tposepeno: [Tposepeno (AOK): ||person/ Onobpeno: Obecneuenue
Vishal Sharm Pravesh Rana Amit Kumar WMOTBGTCTBeHI%OC JTHLLO:

e ) sHLad \ztiwn wb

— I\ U~

Date / Date / Date / Date / b \ Vv
Jara: 13.06.2026 Jara: 13.06.2026 Jara: 13.06.2026 Hara: ’Vo

rs

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






