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.N‘Q‘

Test / [Toka3arennb

|Product / Ketorol gel for external use 2 %

IMpoaykTt Keropon®, renb aisi HapykHOro NpuMeHeHus 2 %

Market / Russia / Poccus

Prinok

Batch No / V250913 Batch Quantity / : 32500 units /

Cepus Ne Pa3smep cepum 32500 eanHuL
Analytical Report No / 040003193406 Date of Analysis / : 28-11-2025
AHanuTHYeCcKU# oTueT No JlaTa ananusa

Date of Manufacture / 11/2025 Date of Expiry / : 10/2027

JlaTa npou3BoacTBa _|lonen no (Br1.) -
Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PT"-
Ipou3BoacTBeHHAs JIHUEH3HSI Howmep PY RU)

Ne

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

Result / Pe3ynabTaThbl

Specification / Hopma

1 |Description / Onucanue

| Homogeneous transparent gel with
characteristic odor / OHOpOAHBI#
MpO3pauHblif TeNib C XapaKTepHbIM
3anaxom.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpOIHBIHA NPO3padHLIN WIH
HOJIYTIPO3PaYHblii Ieslb C XapaKTEPHbIM
3anaxom.

2 |Identification / MaenTudHkauus
Ketorolac tromethamine /
KeToponaka TpomMeTaMuH

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). /
|Bpemsi ymepuBaHUS OCHOBHOIO MHKa
|Ha  XpoMaTorpaMMe  MCIBITYEMOro
pacTBopa JAO/DKHO  COOTBETCTBOBATb
BpEeMEHH yIepPKUBAHHA OCHOBHOTO MHKa
Ha XpoMarorpaMme pacTsopa
craggapTHoro ofpasua KeToponaka
TpoMeTaMHuHa (paznen
«KonuuecTBeHHOE OTpeNesICHUE))

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykT cooTBeTCTBYET TpedosaHusam H]I

Conclusion : APPROVED /
Jarkmouenue: OJOBPEHO

Anchal @(/ %\A&@r |

HE)

Prepared by / Checked by / Checked by (AQA) /
[ToaroTosieHo: [TpoeepeHoO: [TpoBepeno(AQK):
Rama Kant Abkishek Chauhan

Approved by: Quality Assurance/Authorized
person / Opobpeno: ObecnieueHue
kauecTa/OTBETCTEEH HOE, JIHLLO:

Pai g

Date /29.11.2025
JaTa:

Date /29.11.2025
Jara;

Date /29.11.2025
Jata:

Date /
Jara;

Q611 1015

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, india
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www.drreddys.com
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Product / Ketorol gel for external use 2 % R ) ]
IlpoaykTt Ketopon®, renb ans Hapy»XHOro npuMereHns 2 %
Market/ Russia / Poccus
Poinok
Batch No / V250913 Batch Quantity / : 32500 units /
Cepus Ne Pasmep cepuu 32500 eauHuL
Analytical Report No / 040003193406 Date of Analysis / v 28-11-2025
AHaJJUTHYeCKHIi oT4yeT No JlaTa ananusa
Date of Manufacture / 11/2025 Date of Expiry / : 1072027
JaTa npou3BoAcCTBa I'onen go (BKJI.) B B
Mfg. License No. / MNB/05/263 MA number / ¢ JIII-Ne(001119)-(PI™-
|IIpousBoacTBeHHAs JINLEH3NSA Homep PY RU)
Ne
Analysis performed according to ND / Ananu3 nposeaen no HJ/L; JITI-Ne(001119)-(PI'-RU)-210623

Ne | Test / IlokazaTenan Result / Pe3yabTaTsl Specification / Hopma

2b | Sodium methyl parahydroxy- | The retention time of the sodium methyl
benzoate and sodium propyl parahydroxybenzoate and sodium propyl
parahydroxybenzoate / | parahydroxybenzoate peak in the
Mertunnaparupokcudbenzoar | Complies as prescribed / chromatogram of the sample preparation
HATpUA U NpONUINaparugpoKCH- CooTBeTcTBYET | corresponds to that in the chromatogram
6eHn3oar HaTpus of the standard preparation (Assay

section). / Bpemena ylaep)XKHUBaHUA
OCHOBHBIX [MKOB Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBopa  JOJDKHbI
COOTBETCTBOBATD BpeMeEHaM
YAEpXKHBAHMS OCHOBHBIX TUKOB Ha
XpOMaTorpaMMme pacTBOpa CTaHAAPTHBIX
00pa3uoB MeTUANaparupokcudeH3oara
U HNponuInaparupokcubeH3oaTa, |
(pazoen «KonnuecrBeHHOE
onpenesieHue»)

3 | Weight of package content / 304g/304r Should correspond to the requirements /
Macca coxepxumMoro B cooTBeTCTBHU ¢ TpeGOBAHUAMHU.
YHAKOBKH

4 | pH of aqueous suspension / 0.6 6.0-78/016.0 no 7.8
pH BoaHoii cycnenznu

Conclusion : APPROVED /
Zaxnmwuenne: OJOBPEHO

Remarks : The Product confirms to ND/
Ipumesanne: [poaykT cootsercTByet Tpedosanuam HJT

Anchal @9( , Mm E&

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[ToaroTosneHo: [Tposepeno: [Mppeepeno(AOK): ||person/ Onobpeno: OGecneyeHne
Rama Kant Abhishek Chauhan ||kauecTBa/OTBeTcTBEHHOE NHIIO:

e

Date /29.11.2025
Hara:

Date /29.11.2025
Jara:

Date /29.11.2025
Hara:

Date / 24,

G- 1)-)-075
Hara:

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: mall@drraddys.com
CIN: L85195A4P1S34PLCOO4507

www.drreddys.com
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Product / Ketorol gel for external use 2 % R ]
Tpopykr Keropon®, rens ansg HapyXHOro npuMeHenus 2 %
Ay Russia / Poccus
Prinok
Batch No / V250913 Batch Quantity / + 32500 units /
Cepus No Pasmep cepuu 32500 eauHn
Analytical Report No / 040003193406 Date of Analysis / : 28-11-2025
AHaJJUTHYeCKHii oTyeT Ne JlaTa ananusa
Date of Manufacture / 11/2025 Date of Expiry / : 10/2027
JdaTa npoH3BOACTBA B | I'ogen go (BKJ1.)
Mfg. License No. / MNB/05/263 MA number / : JIIT-Ne(001119)-(PT-
Ipou3BoAcTBEHHAs JTHUEH3HS Homep PY RU)
Ne
Analysis performed according to ND / Ananu3 npoeeaex no HJI: JITI-Ne(001119)-(PT-RU)-210623

!.N‘e‘

Test / [Toka3aTeanb

| Specification / Hopma

Result / PesyabTaTsl

5 'Viscosity_/ BsizkocThb

7.668 poise / 7.668 myas | Between 5 and 12 poise /

| Ot 5 no 12 myas

6 Related substances / [Ipumecu

Ketorolac 1-keto analogue /

1-xeToaHanor KeropoJiaka

Not more than 1.0 % /He Gona,o %
0.0293%

Ketorolac 1-hydroxy analogue /

| ].-FI/I)lpOKCI/IaHaJ'IOF KETOpOJIaKa

Below LOQ (LOQ = 0.020 %) / Huxe | Not more than 0.5 % / He Gonee 0,5 %
npencyia KOJJUYECTBCHHOIO ONPEACICHUS
(TTKO = 0.020%).

NpHMeCh

Any single unidentified
impurity/ EnuHuunas
HeMIeHTHOUIUPOBAHHAA

Below LOQ / Hwxe
KOJIMYECTBEHHOTO OMPCACICHUS

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

npuMecen

‘Total impurities / Cymma

Not more than 3.0 % / He 6onee 3,0 %
0.0293%

7 | Microbial limits / Muxpo6uosoruyeckasi yucToTa

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT COOTBETCTBYET Tpebosanuam HJL

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

Prepared by /
ITonroToBneHoO:

Anchal @,(
/_

Checked by /
IIposepeHo:
Rama Kant

g&\@ﬂ;

Checked by (AQA) /
Mpbeepero(AOK):
Abhishek Chauhan

B

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecrieueHue
kauecTsa/OTBETCTBEHHOE NTHLO:

.,‘_-'\J
£
A

Date /29.11.2025
Hara:

Hara:

Date /29.11.2025

Date /29.11.2025
HoTa:

Date /
Hara:

29-11-20:

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@drraddys.com

CIN: L85195AP1934PLLCOD4507
WwWw.drredsys.com
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Product/ : Ketorol gel for external use 2 % -
IlpoaykTt Ketopon®, resb 114 Hapy>XKHOro npuMeHeHus 2 %
S ket Russia / Poccus
PbIHOK
Batch No / 1 V250913 Batch Quantity / : 32500 units /
Cepus Ne Pa3zmep cepuy 32500 eauHUIY
Analytical Report No / : 040003193406 Date of Analysis / : 28-11-2025
AHAJIUTHYECKHIT oTueT Ne JlaTa ananusa
Date of Manufacture / : 11/2025 Date of Expiry / : 10/2027
JlaTa Nnpou3BOACTBA - Toaex Ao (BKJI.)
Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT"-
Tpou3BOACTBEHHAS JIHIEH3HsI Homep PY RU)
Ne
Analysis performed according to ND / Anann3 nposeaex no HJ: JITI-Ne(001119)-(PT-RU)-210623

l ' Test / [Toka3aTenb ' Result / Pe3yabTaThl

| N Specification / Hopma
i | Total aerobic microbial count / Less than 10 CFU/g / Menee 10 Not more than 10? CFU/g /
| OB1wee uKcno aspobHbIX KOE/r He 6onee 10*> KOE/r
‘ MHKPOOpPTaHU3MOB
Total combined yeast and Less than 10 CFU/g / Menee 10 | Not more than 10' CFU/g /
molds count/ Ob1ee yucao KOE/r He 6onee 10! KOE/r
| ApOXCKEBBIX U MIECHEBBIX
rpuboB
Pseudomonas aeruginosa | Absent in 1 g/ OtcyrcTBYeT B 11 | Should absent in 1 g/ OTcyTcTBHE B 1T
Staphylococcus aureus Absent in 1 g/ OTcyTctBYeT B 1T Should absent in 1 g/ OTcyTcTBHE B 1T
| - | e —
8 | Assay / KosuuecTBeHHOe ONpeAeIeHHE:
| Ethanol / Dtaron 99.2% NLT 85% and NMT 115% of the
labeled amount /
| Or 85 nmo 115% ot 3aABACHHOrO
KOJIMYeCTBa
: Dimethyl sulfoxide / 101.8 % NLT 90% and NMT 110% of the
‘ Humetuncynbdoxcnn labeled amount / Ot 90 mo 110 % ot
| 3agBJIEHHOTO KOJIMIECTBA
| Sodium methyl parahydroxy- | 98.6% NLT 90% and NMT 110% of the
benzoate / MeTunmnapa- labeled amount / Ot 90 go 110 % ot

‘ rHAPOKCUOEH30aT HATPUA |

| 3asIBJICHHOT'O KOJIMUECTBA
|

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: [pogykt cooTBetcTByeT TpebopanaM HJI 3aknouenne: OJOEPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
IoarorosneHo: [IpoBepeHo: Mposepeno(AOK):  ||person / Onobpeno: Obecneyenue
Anchal A/t Rama Kant {L Abhishek Chayhan  ||kauecTBa/OTBETCTBEHHOE JIHLIO:

A At \ A

. R —\ 2

Date /29.11.2025 Date /29.11.2025 Date /29.11.2025 Date / 29 -1/ 2025
JMara: Hara: Hata: Jora:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: +91 40 4200 2900, Fax: +91 40 4500 23999, Email; mail@drreddys.com

CIN: L851954P1984PLC004507
www.drreddys.com
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Product / Ketorol gel for external use 2 %
IMpomykr Ketopon®, renb 111 Hapy»XHOTO NPUMEHEHHs 2 % -
Ikt Russia / Poccus
PriHOK
Batch No / V250913 Batch Quantity / : 32500 units /
Cepus No Pasmep cepuu 32500 eaunHuLL
Analytical Report No / : 040003193406 Date of Analysis / : 28-11-2025
AHaJUTHYCCKHI oTUeT No Jdata ananusa
Date of Manufacture / : 1172025 Date of Expiry / : 1072027
HJaTa npounsBoacTsa B - Togen g0 (BK_J'I.) L
Mfg. License No. / : MNB/05/263 MA number / : JIIT-Ne(001119)-(PT"-
!l'[pomsouﬂBeHHaﬂ JIMLIEH3HA Homep PY RU)
I No

| Analysis performed according to ND / Ananus nposegen no HJI: JITT-Ne(001119)-(PT-RU)-210623

No Test / [Toka3zaTennb

Result / Pe3yabTaThbi Specification / Hopma

Sodium propyl parahydroxy- |
benzoate / IIponunnapa-

NLT 90% and NMT 110% of the

labeled amount / Ot 90 mo 110

% oT

9 | Package / Onucanue
yNaKOBKH

3asBJICHHOI'0 KOJIMYECTBA

98.9%
TUAPOKCHOEH30aT HaTpHs 3as1BJIEHHOr0 KOJIN4ECTBA
Ketorolac tromethamine / NLT 90 % and NMT 110 % of the
Kertoponaka TpoMeTaMHH 100.6% labeled amount / Ot 90 no 110 % ot
. 0

30 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 '
tube together with patient information leaflet in a carton. / 1o 30 r B TyOy u3
JIaMHHHUPOBAaHHOTO AMIOMHHMA, CHaOXEHHYRO MeMOpaHoll 11 KOHTpPOJA |
nepBoro BckpeiTHsa. Ilo 1 TyGe BMecTe ¢ MHCTPYKLHMEH MO MEIHLUHCKOMY
NPUMEHEHHIO (JIUCTKOM-BKJIA/pIIleM) B MTAUYKy KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumedanue: [Ipoxykt coorseTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OAOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[MoaroToBNEHO; [TpoeepeHo: person / OnobpeHo: ObecriedeHue
Anchal ' ({ Ramnﬂg{am .t ka4ecTBa/OTBETCTBEHHOE JIHIIO:
i ’ é - ‘LL__. _ I
Date /29.11.2025 Date /29.11.2025 Date /29.11.2025 Date / VGl )m 5008
Haia. Hara, Haia. JIETER

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telarigana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1934PLCO04507

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

pogykr KeTtopon®, reab ans Hapy>xHOro npumeHedns 2 % -
Ilaniet Russia / Poccust

Prinok

Batch No / V250913 Batch Quantity / : 32500 units /

Cepus Ne Pasmep cepuu 32500 egnnanLy
Analytical Report No / 040003193406 Date of Analysis / ¢ 28-11-2025
AHanuTHYeCKHii oTyeT Ne JaTa ananusa

Date of Manufacture / 11/2025 Date of Expiry / : 10/2027

JaTa nponsBoACTRA Tomen a0 (BKJI.) o
Mfg. License No. / MNB/05/263 MA number / + JITI-Ne(001119)~(PI'-
Tpou3BOACTBEHHAN JHUEH3HUS IHomep PY RU)

Ne |

Analysis performed according to ND / Anasnns nposeaen no H/: JITI-Ne(001119)-(PI'-RU)-210623

;AITI name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

'INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

npouseoguTens L'JID:

API Manufactured by & country /-
Ipoussoautens ADC, cTpana:

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

HaumeHoBaHuUe, aapec, TULEH3US AJI
Mpoun3BoacTBeHHAN MJIOIAAKA /
IMnouwaaka KOHTpPOIA KauecTsa /
aomaaka BeINycKa

Howmep cepuu npoussoautens A®C: el DLy
| FP Manufacturer API Batch number / R -
Homep cepuu cyGeTaHuMH FESA00170

Dr. Reddy's Laboratories Ltd., India / I-p Peqnu'c Jlabopatopus JItn, Muaus

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 Pepau’c Jlabopatopuc JIta., Haand, IlponssoacTsenHoe
noapazaenenne-6, Bumn. Kxons, Hanarapx Poyn, baanu, Juctpukt Conan,
X.I1., 173205, Uunusa (nuueH3us Homep MNB/05/263)

Remarks ; The Product confirms to ND/ Conclusion : APPROVED /
TNpumeuanue: [poaykr cooteeTcTRYeT TpedosantaM HJ| 3armouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[TonrotoseHos IIposepeno: ITpopepeno(AOK): |[person/ Ono6peno: ObecneueHue
Anchal {L' \ Rama Kant _t Abhishek Chauhan  ||ka4ecTBa/OTBETCTBEHHOE JIHLIO:

MO " ¢ ] B AP

: ,8¢' ‘L\LL/ o

Date /29.11.2025 Date /29.11.2025 Date /29.11.2025 Date / 0 G-1)-2028
Hara: Hara: Hara: Hara: ‘

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4200 2999, Email: mall@drraddys.com

CIN: L85195AP1984PLCO04507
www.Grireddys.com
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Product / Ketorol gel for external use 2 %

Iponykr KeTopon®, renp s HapyxHoro npimenetins 2 %

VIARRELY Russia / Poccus

Ppinok

Batch No / V250913 Batch Quantity / : 32500 units /
Cepus Ne Pasmep cepun 32500 equHULL
Analytical Report No / 040003193406 Date of Analysis / : 28-11-2025
AdanntTudeckuii oruer Ne JlaTa ananusa

Date of Manufacture / 11/2025 Date of Expiry / : 1072027

JlaTa npou3BoOACTBA Tlopen 10 (BKJL.)

Mfg. License No. / MNB/05/263 MA number / : JITI-Ne(001119)-(PT-
[1poM3BOACTBEHHAS JIHLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Ananus nposeges no H/: JIIT-Ne(001119)-(PI'-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».

3akJil0UeHHe O CcOOTBeTcTBMH: «HacTofmuMMm s TMOATBEPXKAAIO, YTO NPHUBEACHHAs BblE HHOOpMALMSI
ABNAETCA JOCTOBEPHON M TOYHOM. DTa CepHs NMPOAYKLMHK Mpousse/ieHa (BKIIOYas yNaKkoBKY (MapKUPOBKY) U
KOHTPOIb KAYECTBA) HA BhILIEYKA3aHHOMN MPOM3BOACTBEHHOH Miolazake (MIouaaKkax) B rmojHOM COOTBETCTBHH
¢ TpeboBanusamu [IpaBun HajIexalei MPOM3BOACTBEHHON MpakTHKKU EBPasMACKOro 5KOHOMHYECKOro Coro3a
¥ Tpe6OBaHUAMHU KOHTPOJIA KAYECTBA IEKAPCTBEHHBIX CPE/ICTB, 4 TAKKE B COOTBETCTBUM CO CrIELMbUKALIUAMH,
COJIepKAIMMHICA B PErHCTPALIHOHHOM [0ChE CTPaHbI-UMIIOpTepa. 3anmmucH M0 MPOM3BOACTBY, YMAaKOBKE H
aHanu3y MPOBEPEHEI, U YCTAHOBJICHO MX COOTBETCTBHE TpeGoBaHMAM [IpaBui HaaIeXKalIEH NPOU3BOICTBEHHON
npakTHk EBpazuicKOro SKOHOMHUYECKOTO COH3a».

Remarks : The Product confirms to ND/
IIpumeuanue: ITpogykT cooTBETCTBYET TpeboBaHmsaM H/J

Conclusion : APPROVED /
3akmwouenre: OJOBPEHO

Prepared by / Checked by / Chycked by (AQA) /
ITonroToBneso: (| [1posepeHo: [pgBepeno( AOK):
Anchal }\ Rama Kant AbHishek Chauhan
L" - '(I?‘»&LLL#/' I
VWA~ -

Approved by: Quality Assurance/Authorized
person / Opobpeno: Obecneuenue
kauecTea/OTBETCTBEHHOR JIMLIO:

H

P

Date /29.11.2025
Hara:

Date /29.11.2025
Hara:

Dale /29.11.2025
Haia.

Date /
Jara:

Q/r,.»l/@%?g

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@drraddys.com
CIN: 1L85195AP1934PLCO04507
www.drreddys.com



