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Product/ : Ketorol gel for external use 2 % o
IIpoAykT Ketopon®, refib st HApYKHOTO npumerenns 2 %
Market / Russia / Poccus
PbiHOK
BatchNo / 1 V250162 Batch Quantity / : 19608.000 units/
CepHia Ne Pasmep cepun 19608.000 egmnuL
Analytical Report No / : 040002841585 Date of Analysis / : 10.03.2025
AHaJiuTHYecKHii oTyeT Ne JlaTta ananusa
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JlaTa NpoH3BOACTBA TI'open no (BKJ1.)
Mifg. License No. / : MNB/05/263 MA number / + JIII-Ne(001119)-(PI'-
IMpoH3BoACTBEHHAS IMLEH3HS] Homep PY RU)
Ne

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

Ne |

Test / I[Toka3aTeanb

Result / PesyabTaThl

Specification / Hopma

1 Bescription / Onucanune

with characteristic odor /

C XapaKTEPHBLIM 3aaXxoM.

2 |Identification / I/IueHTu&)uKauuﬂ

Homogeneous semi-transparent gel | Homogeneous transparent or semi-

transparent gel with characteristic odor /

OOHOPOHBII MOTYNPO3paiHbIH Tesb | ONHOPOAHBIH NPO3PAYHEIA UITH

HOJIYNPO3pauHbIit resib ¢ XapaKTePHbIM
3aMaxoM.

2a |Ketorolac tromethamine /

KeToponaKa TPOMETAMHH

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 ynepXHBaHHs OCHOBHOIO ITMKa
Ha ~ XpOMarorpaMMme  HCHBITYEMOTo |
pacTBopa [OJDKHO  COOTBETCTBOBATh
BpEMEHH yIeP>KMBaHHA OCHOBHOTO THKa

Ha XpoMarorpaMme pacTtBopa
cTaHmapTHoro ofpasna  KeTopojaka
TpOMETaMHHa (pasmen

«KouyecTBeHHOE ONpeeNIeHHE»)

Remarks : The Product conforms to ND /
Hpumeuanue: Ipoaykr coorBercTBYeT Tpeboanusm HI

Conclusion : APPROVED /
3axsovyenue: OJOBPEHO

.| Hara: 10.03.2025

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroTorneno: Yogesh Chauhan ITpoeepeHo: Santosh Kumar Onobpeno: Menemiep / PykosoauTenb
: Maurya 7Y Amit Kumar L
?‘ / Iy B _ o
Reprint Date / Reprint Date / Reprint Date / !

Hata: 10.03.2025

Hara: 10.03.2025

Registered Office: $-2-327, Read Mo, 3, Banjaia Hills, Hyderabad - 500034, Telangana, India
Tel: +91 404900 2900, Fax: +87 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0450Q7

wwwedrreddys.com
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Product / Ketorol gel for external use 2 %

IIpoAykT Ketopon®, renb s HapyXHOTO npuMeHeHus 2 %

Magtel Russia / Poccus

Puinok

Batch No/ 1 V250162 Batch Quantity / : 19608.000 units /
Cepusa Ne Pa3zmep cepun 19608.000 enmnnix
Analytical Report No / : 040002841585 Date of Analysis / : 10.03.2025
AnaJIuTHYeCKHif oTueT Ne JlaTa aHanu3a

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027

| daTa npon3BoacTBa T'onen o (BKL.)

Mfg. License No. / : MNB/05/263 MA number / : JITT-Ne(001119)-(PT-
Ipon3BoACTBEHHAS JTHUEH3HS Homep PY RU)

No

Analysis performed according to ND / Ananu3 nposegen no H: JIT-Ne(001119)-(PI'-RU)-210623

Ne | Test / ITokazaTesib Result / PesynbTaThl 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
MertunnaparugpokcubeHsoar | chromatogram of the sample preparation
HaTpHs U NpONUANaparuipoKcH- | corresponds to that in the chromatogram
GeH30aT HaTpUA : of the standard preparation (Assay
. section). / BpemeHa yIoepKHBaHHA
| OCHOBHBIX IMKOB Ha XpOMaTOrpamMMe
UCIBITYEMOr0  pacTBopa  JOJIKHBI
COOTBETCTBOBATH BpEMeHaM
yOepKMBaHUS OCHOBHBIX IHKOB Ha
XpoMarorpamme pacTBopa CTaHOapTHBIX
00pa3LoB MeTHiIaparuipokcudeHnsoara
U nponuinaparuapokcubeH3oaTa.
(pazmen «KonnuectBeHHOE

ompeseIeHUE»)

3 | Weight of package content / 50.5g/505r Should correspond to the requirements /
Macca coaep:kHMoro B cooTBeTCTBHH ¢ TpeOOBAHUAMMU.
ynaKoBKH

4 | pH of aqueous suspension / 6.8 6.0-7.8/0T16,0 mo 7,8

| pH BoaHoit cycnieH3uu

Remarks : The Product conforms to ND /
Hpumeuanue: IIpoayxT cooTBeTcTBYET TpebopaHmsiM H]

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroTosneHo: Yoge7sh Chauhan [Mposepeno: Santosh Kumar Ono6peno: Menemkep / PykoBoanuTenb
' Maurya Amit Kumar -
(7 B No—
Reprint Date / Reprint Date / Reprint Date /!
Ty, 10.03.2025 Ha1a. 10.03.2025 Huia. 10.03.20258

(83 M)

Registered Offica: €
Tel: +91 40 2200 2209, F;

’

CiN: L85195AP1984PLCO04507

www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddlj,

Distt. Solan, H., 173 205, INDtA

fel: +%1 95106 5600i-C4
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Product / Ketorol gel for external use 2 %

IIpoAykT Ketopon®, refib 15 Hapy>KHOTO NpUMEHEHHs 2 %

Market / Russia / Poccus

Poinok

Batch No / : V250162 Batch Quantity / + 19608.000 units /
Cepyin Ne Pasmep cepuu 19608.000 enuuuir
Analytical Report No / : 040002841585 Date of Analysis / : 10.03.2025
AHAJIHTHYeCKHI oTueT Ne JlaTa aHanu3a

Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027

JlaTa npoH3BOACTBA T'oaen a0 (BKJI.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
IMpon3soacTBENHAs JIMLEH3HUS Homep PY RU)

Ne

Analysis performed according to ND / Ananus nposenen no H: JM-Ne(001119)-(PI-RU)-210623

‘ No Test / [loka3aTennb

Result / PesyabTathbl

Specification / Hopma

5 Viscosity / BsaskocTs

Ketorolac 1-keto analogue /
1-keToaHATOT KETOpONIaKa

Ketorolac 1-hydroxy analogue /
1-rHApOKCHAHATIOT KeTOpoJlaka

Any single unidentified
impurity/ EauHudHas
HeHIeHTU(NIIUPOBAHHASA
‘ NpUMECh

| Total impurities / CymMMa
mpuMeceit

Below LOQ (LOQ = 0.020 %) /
Hwxke nipenesia KONUIECTBEHHOTO
onpenenenus ([TKO = 0.020 %)

Below LOQ (LOQ = 0.025 %) /
Himke mpeaena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0.025 %)

0.0236%

7.949 poise / 7.949 nyas | Between 5 and 12 poise /
Ot 5 no 12 nyas
6 |Related substances / [Ipumecn ]
| 0.0236% Not more than 1.0 % /He 6onee 1,0 %

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

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

Not more than 3.0 % / He 6osiee 3,0 % |

7 | Microbial limits / Mukpo6Hoornyeckas 4ucrora

Remarks : The Product conforms to ND /
Ipumeuanue: IIpoayKT coOTBeTCTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoarotosneHo: Yogesh Chauhan Iposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauresib
4 7 Maurya Amit Kumar A
/ (
// & N
Reprint Date / Reprint Date / Reprint Date / |
Jata: 10.03.2025 Jlaras 1003 N4 Tata- 1001 7074

Rosistered Office: 9-2-337, Road Mo. 2, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: <91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP19R4PLCO04507

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

IpoaykT KeTopoa®, renp i1 HapyRHOTO npiveHeHns 2 %

plangeq Russia / Poccus

Prinok

Batch No / : V250162 Batch Quantity / : 19608.000 units /
Cepms Ne Paszmep cepui 19608.000 eqnuui
Analytical Report No / : 040002841585 Date of Analysis / : 10.03.2025
AHaJiIHTHYeCKHI oTdeT No JlaTra aHanmsa

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027

JlaTta npoH3BOACTBA I'open g0 (BKJ.)

Mfg. License No. / : MNB/05/263 MA number / : JITT-Ne(001119)-(PT"-
IIpon3BOACTBEHHAS! JIMIIEH3UsT Homep PY RU)

Ne

Analysis performed according to ND / AHasiu3 nipoBejicH 1o HA: JII-Ne(001119)-(PI'-RU)-210623

Ne | Test / [lokaszaTens Result / PesyabTaTsl Specification / Hopma
i Total aerobic microbial count / Less than 10 CFU/g / Not more than 10? CFU/g /
O6iLee YHCIIO a3POOHBIX Menee 10 KOE/r He 6onee 10° KOE/r
MHKPOOPTraHH3MOB
Total combined yeast and Less than 10 CFU/g/ Not more than 10' CFU/g /
molds count / Obuiee Menee 10 KOE/r He 6Gonee 10! KOE/r |
YUCIO APOXIKEBBIX U
IIECHEBBIX TPUOOB
Pseudomonas aeruginosa Absent in 1 g/ OtcyrcTBYeT B IT Should absent in 1 g/ OrcyTcTBue B 1T
Staphylococcus aureus Absent in 1 g/ OTcyTcTBYET B 1T Should absent in 1 g/ OrcyTcTBHE B 1r
8 | Assay/KoanuecTBeHHOE OlIpee/ieHHe:

Ethanol / StaHon 98.5% NLT 85% and NMT 115% of the
labeled amount /
Or 85 nmo 115% oOT 3aABIEHHOTO
KOJIHYECTBA

Dimethyl sulfoxide / 102.9% INLT 90% and NMT 110% of the|

JumeTwincynbQokcu labeled amount / Ot 90 mo 110 % ot
3a4BJIEHHOTO KOJU4eCTBA

Sodium methyl parahydroxy- 97.2% NLT 90% and NMT 110% of the

benzoate / MeTtunnapa-
IHOPOKCHOEH30aT HATPHs

labeled amount / Ot 90 mo 110 % ot
3asiBJIEHHOTrO KOJTHYECTBa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
I pumeuanue: IpoayKT cooTBeTCTBYET TpeboBanuam HJI 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoaroTosneno: Yogesh Chauhan Tiposepeno: Santosh Kumar Onobpeno: Menemuxep / P{KDBO}:{I/ITGHL
t,, / Maurya 'h Amit Kumar Koo i
4 W v
Reprint Date / Reprint Date / Reprint Date / "
Jara: 10.03.2025 Jata: 10.03.2025 Hara: 10.03.2025
Ragisterad Office: 8-2-237, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +971 40 4900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

wyyw, drieddys.com
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Formulation Unit-6
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Product / Ketorol gel for external use 2 %

IIpoAykT Ketopon®, renb [jis HApY)KHOTO TpUMEHEeHus 2 %

A ec Russia / Poccus

Prinox

Batch No/ 1 V250162 Batch Quantity / : 19608.000 units /
Cepus Ne Pasmep cepun 19608.000 eauuuiy
Analytical Report No / : 040002841585 Date of Analysis / : 10.03.2025
AHaJIuTHYECKHiT oTueT Ne JlaTta ananusa

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027

JlaTa npou3BoACTBA Togen 0o (BKJI.)

Mfg. License No. / : MNB/05/263 MA number / : JII-No(001119)-(PT"-
Tpon3BoACTBEHHAS IHIEH3Us Homep PY RU)

Ne

Analysis performed according to ND / Anaan3s nposenen no H/L: JITT-Ne(001119)-(P-RU)-210623

Ne Test / [Toka3zaTeib

Result / Pe3yabTaThl

Specification / Hopma

| Ketoponaka TpoMeTaMHH

9 .?ackage / Onmncanue
YHaKOBKH

Sodium propyl parahydroxy- 99.2 % NLT 90% and NMT 110% of the
benzoate / IIponunnapa- labeled amount / Ot 90 a0 110 % or
THApOKCHOEH30aT HAaTpus 3asIBJICHHOTO KOJTMYECTBa
'Ketorolac tromethamine / 98.4 % | NLT 90 % and NMT 110 % of the

labeled amount / Ot 90 no 110 % ot
3aABJIEHHOIO KOJIMUECTBA

150 g in a laminated aluminum tube equipped with tamper-evident membrane. 1

tube together with patient information leaflet in a carton. / I[lo 50 r B TGy u3

JAMHUHUPOBAHHOIO0  aIIOMUHHA,

cHabxeHHyI0 MeMOpaHOW Ul KOHTPOIA

nepeoro BekphiTHA. [lo 1 TyGe BMecTe ¢ MHCTpYKLWeEH IO MEOHLHHCKOMY
NPUMEHEHHIO (JINCTKOM-BKJIaIBIIIEM) B NAYKY KapTOHHYIO.

API name / HaumenoBanue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npounssogurens APC:

ABRH008104, ABRH008105

FP Manufacturer API Batch number /
Homep cepun cyGcTaHUHH
npousBoauTens ['JID:

FERAO00558, FERA00559

Remarks : The Product conforms to ND /
Tpumeuanue: [TponykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oprotosieHo: Yogesh Chauhan IMposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTeb
' 7 Maurya Amit Kumar L
— N——
Reprint Date / e Reprint Date / Reprint Date / \
Iata: 10.03.2025 lara: 10.03.2025 Hara: 10.03.2025

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 %

IIpoaykT Keropon®, reab s HapyKHOTO NpHMeHeHus 2 %

Market / Russia / Poccus

Prinok

Batch No/ : V250162 Batch Quantity / : 19608.000 units /
Cepusa Ne Pazmep cepun 19608.000 eqmnnL
Analytical Report No / : 040002841585 Date of Analysis / : 10.03.2025
AHaJINTHUYECKHiT oTueT Ne JlaTa aHanu3sa

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027

JaTa npou3BoacTBA Togex no (BKJI.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT -
IpoM3BoACTBEHHAS JIULEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Ananus npogenen no HJL: JITT-Ne(061 119)-(PI'-RU)-210623

API Manufactured by & country /
IMpouseoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India / I-p Pennu ¢ Jlabopartopus JIta, Hupus

Name,Eidress, authorization No for
FP manufacturing site / Control site /

[ Release site /

| HammenoBaHue, ajapec, JIMUeH3us1 1Jis

|

[ ITpouseoacTBeHHAs N/oLWAAKa /
Ilnomaaka KOHTPOIs KayecTsa /
Ilnomanaka Brimycka

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

JI-p Pennu’c Jlabopatopuc Jita., Munus, IlpoussoacteeHHoe

nonpazaenedue-6, Bunn. Kxons, Hanarapx Poyn, baaau, luctpuxt Conan,
X.I1., 173205, Uuaus (nuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND /
ITpumeuanne: IIpoaykT cootBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
Zakaouenue: OJJOBPEHO

Prepared by /

Checked by /

IIposepeno: Santosh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonurenb

Jlara: 10.03.20235

IMoarotosneno: Yogesh Chauhan
/ Maurya @ Amit Kumar 1
é A / = _.R/ —
Reprint Date / Reprint Date / Reprint Date / V
Jlara: TN N3 N4 JTata 1007 2074

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, 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 %

MpoAykT Ketopon®, renb Ans HAPYKHOTO MpUMeHeHNs 2 %

RIaT ey Russia / Poccus

PbinoK

Batch No/ 1 V250162 Batch Quantity / : 19608.000 units /
Cepsia Ne Pazmep cepun 19608.000 eamnuu
Analytical Report No / : 040002841585 Date of Analysis / : 10.03.2025
AHaJUTHYECKHIi oTyeT Ne Jara aHanu3a

Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027

JIaTa npou3BOACTBA T'ogex a0 (BKJ.)

Mfg. License No. / : MNB/05/263 MA number / : JITT-Ne(001119)-(PI"-
IpoH3BOACTBEHHAN JIMLEH3HS Homep PY RU)

Ne

Anﬂlysis performed :lccurdiné to ND / Anasius nposenen no H/: JITT-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 FEurasian 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».

3akm0uenne 0 coorBercTBuH: «HacToALIMM s TMOATBEpXKIad, YTO NpPHUBENEHHAs Bbillle WHQOpMaLHs
ABIAETCS JOCTOBEPHOI i TOYHOH. DTa cepus NMpOIYyKLKMH IIpou3BeeHa (BKII0Yas YNakoBky (MapkUpOBKY) H
KOHTpOJIb KauecTBa) Ha BbILIEYKA3aHHOM [IPOU3BOACTBEHHOM NyouIaike (TUIOLIA/KaX) B IOJTHOM COOTBETCTBHH
¢ Tpebosanuamu [IpaBuil Ha/UIeKaLIeH MPOU3BOICTBEHHON NpakTUKK EBpasuiickoro 3KOHOMHUYECKOrO CoIo3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centa6psa 2022) u TpeGOBaHUSAMU KOHTPOJIA KaueCTBa JI€KapCTBEHHbIX
CPEICTB, 4 TAKKE B COOTBETCTBHH CO CIeUU(pUKALIMAMH, CONEPKALIUMHCS B PErHCTPALIMOHHOM JI0ChE CTPaHbI-
MMIopTepa. 3anucH MO [POU3BOACTBY, YNAKOBKE H aHAIW3y NPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE
tpebosanuam [Ipaeun Hapexallei NPoU3BOACTBEHHON NPaKkTHK EBpasuiickoro 5SkOHOMU4ECKOTO COIO3ay.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IpoaykT cooTBeTCTBYET TpeOoBanusaM HJT 3akawyeune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TogarotosieHo: Yogesh Chauhan IMposepeno: Santosh Kumar OnobpeHo: Meremxep / PykoBoaHTENb
) // Maurya @ Amit Kumar A L=
p‘f : - PR
Reprint Date / =~ Reprint Date / Reprint Date / ¥
Jarta: 10.03.2025 MaTa: 10 03 20729 Mara: 10.03.2025

Rond Mo, 2, Banjara Hills, Hyderabad - 500034, Telangana, India
00 2900, Fay: +91 40 1900 2999, Email: mail@drreddys.com
CIN: L85195AP1684PLCOO4507

www.drreddys.com

Registered Office: &
Tal: 01 40




