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Product / Ketorol gel for external use 2 %

ITpoaykT KeTtopon®, resb st HApY>XKHOTO MPUMEHEHHUS 2 Yo

ALl T Russia / Poccus

PrInok

Batch No / V250280 Batch Quantity / : 32525.00 units /
Cepust Ne Pazmep cepuu 32525.00 equHuI
Analytical Report No / : 040002902766 Date of Analysis / : 30.04.2025
AHaJuTHyecKuii oTueT No JlaTa ananusa |
Date of Manufacture / 1 04/2025 Date of Expiry / : 03/2027

JlaTa npou3BOACTBA B I'oneH 00 (BKJL.) -

Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)-(PTI'-
IIpon3BOACTBEHHAS! JIMLEH3HSI Homep PY RU)

Ne

Analysis performed according to ND / Awanaun3 nporenen no HJL: JII-No(001119)-(PI'-RU)-210623 -

No Test / [lokazaTesb Result / PesyabTaThbl

Specification / Hopma

1 |Descripti

on / Onucanue
with characteristic odor /

C XapaKTCPHBIM 3araXxoM.

Homogeneous semi-transparent gel | Homogeneous transparent or semi-

OnHopoaHbli nonynpo3payHslit reas | OTHOPOAHBIH NPO3PAYHbIH HIH

transparent gel with characteristic odor /

[0JTypO3payHblii reJib ¢ XapaKTEPHbIM
3araxoM.

| 2 |Identification / UpenTHQHKALMSA

| 2a |Ketorolac

tromethamine / Complies as prescribed /

Keroponaka TpoMeTaMUH CooTBeTCTBYET

The retention time of the main peak in the
chromatogram of test solution should
correspond to that in the chromatogram
of Kketorolac tromethamine reference
standard solution (Assay section). /
Bpemsi ynepKHBaHHS OCHOBHOTO IHKa
Ha  XpoMmarorpamme ucnuTyeMoro‘
pacTBOpa  JIOJDKHO  COOTBETCTBOBATh
BpEMEHHU YICPXKUBAHUS OCHOBHOIO NHUKa

| Ha XpoMartorpaMmme pacTtBopa
| CLAHAAPIHOIY u0pdsud  KELUPUILARA
TpOMETaMHHa (pa3nen

«KonnmiecTBeHHOE onpeneneﬂue»)

Remarks : The Product conforms to ND /
Ipumeuanue: [TponykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Appraved hy: Manager / Execntive /

IToAroToBNEHO: Ramakam_{_ IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PyKOBoLm-iTenb
p Amit Kumar -

Reprint Date / ' Reprint Date / Reprint Date / "

Hara: 30.04.2025 Hara: 30.04.2025 Iara: 30.04.2025

Registered Office: 8-2-227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Product/ : Ketorol gel for external use 2 %
IIpoaykT Ketopon®, renb 1)1 HapyKHOTO IpUMeHeHHs 2 %
Market / Russia / Poccus
Prinok
Batch No / T V250280 Batch Quantity / : 32525.00 units /
Cepus Ne Pasmep cepun 32525.00 enHun
Analytical Report No / : 040002902766 Date of Analysis / : 30.04.2025
AHajnTHYecKHii oT4yeT Ne JlaTa aHanu3a
Date of Manufacture / 1 04/2025 Date of Expiry / : 03/2027
/laTa npou3BoOACTBA T'ogen no (BxJ1.)
Mfg. License No. / : MNB/05/263 MA number / : JI1-Ne(001119)-(PT"-
IIpou3BoACTBEHHAS JIULEH3HS Homep PY RU)
No
Analysis performed according to ND / Anasu3s nposeaen no HJI: JII-Ne(001119)-(PT'-RU)-210623

No Test / ITokasaTesb Result / PesynbTaTsl Specification / Hopma
2b | Sodium methyl parahydroxy- | Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CoOTBETCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MertunnaparuapokcubeHsoar chromatogram of the sample preparation
| HATpWsA U NpONMUANIAparkuApOKCH- corresponds to that in the chromatogram

| Gensoar HATpHA i of the standard preparation (Assay
section). / BpemeHa yHepXHUBaHUA
|

OCHOBHBIX IHMKOB HAa XpOMarorpamme
UCTILITYEMOTO pacTBopa JIOJDKHBI
COOTBETCTBOBAThH BpEMeHaM
YOEpXKHUBaHUS OCHOBHBIX IIMKOB Ha
XpoMarorpaMMme pacTBOpa CTaHIAPTHBIX
00pasiioB MeTWINaparupokcubeH3oaTa
" PO KINaparuIpoKCUOeH30aTa.
(pasgen «KonnyecTseHHOE
ompeieNieHAEN) :
3 | Weight of package content / 30.5g/305r Should correspond to the requirements / |
Macca conepKuMoro B cooTBeTCTBHH € TpeGOBAHHAMI.
yHaKOBKH
4 | pH of aqueous suspension / 6.8 6.0-7.8/0t16,0107,8
pH BogHo# cycneH3un
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHuaM H]I Zakmouenne: OJIOBPEHO
Preparad by / Checked hy / Approved hy: Manager / Fxecutive /
IToarotoeneno: Ramakan Iposepeno: Pardeep Kumar Onobpeno: MeHemxkep / Pykosopyutelns
Amit Kumar =
ij' il t:i’~' = jl\/f/
Reprint Date / Reprint Date / Reprint Date / \
Jara: 30.04.2025 Jata: 30.04.2025 Jara: 30.04.2025

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
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Product/ : Ketorol gel for external use 2 % R

IIpoaykT Ketopon®, rens o1 Hapy»KHOro npuMeHeHus 2 %

NI kEC) Russia / Poccus

Poinok

Batch No / V250280 Batch Quantity / 1 32525.00 units /
Cepns Ne Pazmep cepuu 32525.00 enuHwu1L
Analytical Report No / 040002902766 Date of Analysis / : 30.04.2025
AHanuTHYECKHI oTUeT Neo JlaTa ananusa

Date of Manufacture / 04/2025 Date of Expiry / : 03/2027

Jata npousBoacTea I'open oo (BKJ.) -
Mfg. License No. / MNB/05/263 MA number / + JITI-Ne(001119)-(PT"-
TIpou3B0ACTBEHHAS JIHLEH3HS Homep PY RU)

No

Analysis performed according to ND / Ananus npogeaes no HJI: JIIT-Ne(001119)-(PI'-RU)-210623

Ne Test / [Ioka3zaTenb

Result/ PesyabTarsl

| 5 | Viscosity / BsazkocTb

6 |Related substances / IIpumecu

7.311 poise / 7.311 mya3

Specification / Hopma

Between 5 and 12 poise /
Ot 5 po 12 myas

Ketorolac 1-keto analogue /
1-KeToaHaIoT KeTopoiaka

Ketorolac 1-hydroxy analogue /
1-ruApOKCHAHANOT KETOpoJiaKa

Any single unidentified
impurity/ Exunnunas

0.0293%

Below LOQ (LOQ = 0.020 %) /
Hwxke npeliena KOMMYECTBEHHOTO
onpenenenus (ITKO = 0.020 %)

Below LOQ (LOQ = 0.025 %) /
Hixe npeneia KOJIUYECTBEHHOT'O

HenaeHTURIMPOBaHHAs

Total impurities / Cymma
npumeceit ‘

ompenenenus (IIKO = 0.025 %)

npuMech |

0.0293 %

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

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

Not more than 1.0 % / He Gonee 1,0 %

Not more than 3.0 % / He Gonee 3,0 %

7 |Microbial limits / Mukpo6HoJiornyeckas YMcToTa

Total aerobic microbial count /
O61ee yucio aspoOHBIX
MHKPOOPraHH3MOB

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

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

Remarks : The Product conforms to ND /
Hpumeyanne: ITpoAyKT cOOTBETCTBYeT TpeboBanusaM HJ

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by /
[TogrotoBneHo: Ramakant

Checked by /
IIposepeHo: Pardleep Kumar

<

Approved by: Manager / Executive /
Onmobpeno: MeHemxkep / PykoBoantens

Amit Kumar e =
e
A

ol
Reprint Date /

Iata: 30.04.2025

Reprint Date /

JHata: 30.04.2025

Reprint Date /
Hara: 30.04.2025

Registered Office: 8-2-237, 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 %

IlpooykTt Ketopon®, resb st HapyKHOro npumenexns 2 %

Market / Russia / Poccus

PLiHOK

Batch No / V250280 Batch Quantity / : 32525.00 units /
Cepusa No Pazmep cepuu 32525.00 eauHUN
Analytical Report No / 040002902766 Date of Analysis / : 30.04.2025
AHaJIUTHYECKH I oT4eT No Jlara aHa;iu3za )

Date of Manufacture / 04/2025 Date of Expiry / : 0372027

JlaTa npoH3BOACTBA T'oaen mo (BKJI.)

Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
IMpou3BoaCcTBeHHAS JIHLEH3HS Homep PY RU)

No

Analysis performed according to ND / Ananns nposener no HJ/L: JITI-Ne(001119)-(PI'-RU)-210623

Ne Test / [Toka3zaTennb

Result / PesyabTaThl

Specification / Hopma

| Total combined yeast and
molds count / O61ee yucno

[ ApOAOKEBBIX K MNECHEBBIX
rpudoB

| Pseudomonas aeruginosa
|

| Staphylococcus aureus

'Less than 10 CFU/g / Meree 10
KOE/r

Absent in 1 g/ OtcyTcTBYeT B 1T
|

: Absent in 1 g/ OtcyTcTBYET B 1T

8 | Assay/KonnuecTBeHHOE onpeae/ieHne:
|

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

i Should absent in 1 g/ OtrcytcTBue B 1r

| Should absent in 1 g/ OTcyTcTBHE B 1T

Ethanol / 3tanon 98.5 % NLT 85% and NMT 115% of the|
labeled amount /
Or 85 mo 115% oT 3adBIEHHOTO
KOJIHYeCTBA

 Dimethyl sulfoxide / 102.6 % 'NLT 90 % and NMT 110% of the

JuMeTtuincynshoKcHa labeled amount / Ot 90 mo 110 % ot
TRAWIEHHOTD KOTHIRCTRA

' Sodium methyl parahydroxy-  98.7% INLT 90% and NMT 110% of the|

benzoate / MeTtunnapa- labeled amount / Ot 90 mo 110 % or

UAPOKCUOEH30aT HaTpHA 3asBJIEHHOT0 KOJIHYECTBA

Sodium propyl parahydroxy- 98.7 % INLT 90% and NMT 110% of the

benzoate / [Tponunnapa- labeled amount / Ot 90 no 110 % or

THAPOKCHOEH30aT HATpHA 3asBJICHHOTO KOJIMYeCTBa

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Tpumeyanue: [TpoaykT cooTBeTCTBYET TpebosanusaM H/I

3akmouenne: OJJOBPEHO

Prepared hy /
IMoaroroeneHo: Ramakant

/ .

Checked hy /
[Tpoeepeno: Pardeep Kumar

—

Appraved hy: Manager / Executive /
Onobpeno: Menemxep / P)’KOBOLEIE\?HL
Amit Kumar f\ -

| 3 —

| —

Reprint Date /
Hara: 30.04.2025

Reprint Date /
Iara: 30.04.2025

Reprint Date /
Hata: 30.04.2025

Registered Office: 8-2-327, 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
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Ne

Product/ : Ketorol gel for external use 2 %

IpopykT KeTtopon®, renn ans HapyxHoro ripumenenns 2 %

Market / Russia / Poccus

Prinok

Batch No / V250280 Batch Quantity / :+ 32525.00 units /
Cepus Ne Pasmep cepun 32525.00 enuHum
Analytical Report No / 040002902766 Date of Analysis / : 30.04.2025
AHaJIMTHYEeCKH# oTueT No JlaTa ananu3za

Date of Manufacture / 04/2025 Date of Expiry / : 03/2027

JlaTa npousBoACTBA TI'ogen a0 (BKJL.)

Mfg. License No. / MNB/05/263 MA number / + JIII-Ne(001119)-(PT"-
IpousBoACTBEHHAS JIHLEH3HS Homep PY RU)

Analysis performed according to ND / Auanu3 nposesex mo HI: JITI-Ne(001119)-(PT'-RU)-210623

Ne Test / [lokasaTenb Result / PesyabTaTtsl | Specification / Hopma
Ketorolac tromethamine / 99.7 % NLT 90 % and NMT 110 % of the
Ketoponaka TpoMeTaMHH labeled amount / Ot 90 no 110 % ot |

3asBJIEHHOTO KOJU4YEeCTBa '
9 | Package/ Onucanue 30 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 |
YNAKOBKH tube together with patient information leaflet in a carton. / ITo 30 r B Ty0y u3
JIAMHHMPOBAHHOTO ANIOMHHWS, CHAOXEHHYI0 MeMOpaHOH M1 KOHTPOIA |
neporo BekpuitTsi. ITo 1 Tybe BMecTe C HHCTPYKUMEH MO MEAHLMHCKOMY
NPUMEHEHHIO (IHCTKOM-BKIIAABILEM) B TAYKy KAPTOHHYIO. '
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: ITponykT cooTsetcTBYeT TpeboBanusim HJ 3axmouenne: OJOBPEHO
Prepared hy / Checked hy / Approved by: Manager / Executive /
IMoaroTtorneHo: Ramakant [Mposepeno: Pardeep Kumar Ono6peno: Menemxep / Pyxos?rmiTenb
{ : Amit Kumar ) g
iy - g
Reprint Date / 1 Reprint Date / Reprint Date / \
Hata: 30.04.2025 Hata: 30.04.2025 Hara: 30.04.2025

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 %

IIpoaykr KeTopoa®, rens Ayt HAapYXXKHOTO npimMeneHns 2 %

Market / Russia / Poccust

Poinok

Batch No / : V250280 Batch Quantity / : 32525.00 units /
Cepns Ne Pazmep cepuu 32525.00 enuHuUL
Analytical Report No / 1 040002902766 Date of Analysis / + 30.04.2025
AHaJuTHYeCKHid oTyeT Ne Jlara ananusa

Date of Manufacture / ¢ 04/2025 Date of Expiry / : 03/2027

JlaTa npou3BOACTBA I'ogen oo (BKJ1.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-No(001119)-(PI-
Ipou3BOACTBEHHAS THLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Ananus nposenen mo HJL: JITI-Ne(001119)~(PT-RU)-210623

| API name / HaumenoBanue A®C:
|

Ketorolac tromethamine / Ketoponaka TpoMeTaMHiH §‘

‘ INN/ MHH:

Ketorolac / Keroponak

| API manufacturer batch number /
‘ Homep cepun npoussoautens A®C:

ABRHO009745

| FP Manufacturer API Batch number /
Howmep cepuu cyGcTaHUHN
npoussoauTens I'JIP:

FESA00032

API Manufactured by & country /
Npounseoautens AQC, crpana:

Dr. Reddy's Laboratories Ltd., India / [I-p Pennu’c Jlabopatopus JIita, Munus

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

HaumeHoBaHMe, afapec, THLEH3US A1
IIpousBoacTBEHHAs TIOWAAKa /
IMnowaaka KOHTPOJIS KayecTBa /
IInomaaka BeIMycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pexnu’c Jlabopatopuc JIta., Uuaus, IIpon3soAcTBEHHOE
noapasaenenune-6, Bun. Kxonp, Hanarapx Poyn, banau, luctpukr Cosas,
X.I1., 173205, Unpusa (nuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ipumeyanue: [TIpoayKT cooTBeTCTBYET TpeboBanusim HI Zakmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoxroroeneno: Ramakant IpoeepeHo: Pardeep Kumar Opnobpeno: Menemxep / Pyecosoe-n’enb
Ulr { Amit Kumar —_
@w& v <\ J\ —_
Reprint Date / : Reprint Date / Reprint Date / i
Hata: 30.04.2025 Hara: 30.04.2025 JHara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Bznjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

@
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Product / . Ketorol gel for external use 2 %

Mpoaykt Keropon®, reap [ Hapy/kKHOro npumenenus 2 %

Maket] Russia / Poccus

Prinok

Batch No / 1 V250280 Batch Quantity / : 32525.00 units /
Cepusi Ne Pazmep cepun 32525.00 eguHmL
Analytical Report No / : 040002902766 Date of Analysis / : 30.04.2025
AnaguTH4yecKHi oTyeT Ne Jlata ananusa

Date of Manufacture / 1 04/2025 Date of Expiry / : 03/2027

Jdara npon3BoICcTBa ToaeH no (BKJL.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT™-
[Ipon3BoACTBEHHAS THLEH3HUS Homep PY RU)

No

Analysis performed according to ND / Anajus nposeien mo HI: JII-No(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 (No
GMP/EAEU/RU/00554-2022 dt. 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».

3akiodenne o cooTBercTBHHM: «HacToslmuM s MOATBEpXKAA0, 4TO MPUBEJCHHAs Bbllle HHQOPMALKS
ABNISIETCS OCTOBEPHOH M TOUHOM. DTa cepys MPOAYKLMH MPOU3Be/ieHa (BKIoUas YNakoBKY (MapKUPOBKY) U
KOHTPOITb KaueCTBa) Ha BhILIEYKa3aHHOMN MPOH3BOACTBEHHOM Muowmaxke (MIoaakax) B 0JHOM COOTBETCTBUH
c TpeboBannsmu [IpaBui Hajuiexalleil MPOU3BOACTBEHHON NPAKTUKH EBpasHiCKOro 3KOHOMHUHECKOTO CO3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) u TpeOOBaAHUAMH KOHTPOJISI Ka4€CTBa JIEKAPCTBEHHBIX
CPENCTB, a TAKKE B COOTBETCTBHH CO CTIeLM(pUKALUAMH, COASPHKAILMMHUCH B PETHCTPALIMOHHOM J10ChE CTPAHbI-
UMIOpTepa. 3amKkcH MO MPOM3BOACTBY, YMAKOBKE W aHANM3y NPOBEPEHbI, U YCTAHOBJIEHO MX COOTBETCTBHE
TpeGosaHuaM [IpaBui HauiexKallle# MPOU3BOACTBEHHOM NpakTHK EBPasuiicKoro 3kOHOMHYECKOr0 COK3ay.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [Ipoaykt cooTBeTcTBYET TpebosaHuiam HJI 3aknryenne: OJIOBPEHO
Prepared by / Checked hy / Approved by: Manager / Executive /
[Moarorosnexno: Ramakant Mposepero: Pardeep Kumar Omo6peHo: Menemxep / Pmemﬁ}rrenb
@PLU_J 4 Amit Kumar A— &

il = fff g
Reprint Date / - Reprint Date / Reprint Date / '
Hata: 30.04.2025 Hara: 30.04.2025 JHata: 30.04.2025

Registered Office: 8-2-237, 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




