Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page1of 7/CTp. 1 n3 7

Product/ Ketorol gel for external use 2 %

IlpoaykT Ketopon®, renb s HapyxHoro npumeHens 2 %

L Russia / Poccus

Prinok

Batch No/ 1 V240253 Batch Quantity / : 19482.000 units /
Cepin Ne Paayep cepsi 19482.000 enmuny
Analytical Report No / : 040002502951 Date of Analysis / ¢ 10.05.2024
AHaJIUTHYECKHIT 0OTUHeT Ne JlaTa aHanusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026

JlaTa NpoOHM3BOACTBA Togen ao (Bkn.)

Mfg. License No. / : MINB/05/263 MA number / + JITI-Ne(001119)-(PT-
IIpOoH3BOACTBEHHAS JIHILEH3HS] Homep PY RU)

Ne

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

Ne Test / [lokazaTennb

Result / PesyabTaTs!

Specification / Hopma

1 |Description / Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OnHOpOAHEIH NOTYNpO3payuHbIH rejb
C XapaKkTEepHbIM 3aIlaxXoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
ORHOPOAHBIH NPO3PAaYHEIA HITH
NONYNpO3payHeli refb ¢ XapaKTEPHbIM
3aMmaxomM.

2 | Xdentification / UpenTnduxanus

Ketorolac tromethamine /
Keroponaka TpoMeTaMHH

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). /
BpeMs yOEpXHBAaHHS OCHOBHOTO ITHKa
Ha  XpOMarorpaMMe  WCIBITYEMOro
pacTBOpa JQDKHO  COOTBETCTBOBATh
BPEMEHH YAEPXMUBAHUS OCHOBHOI'O IHKa
Ha XpOMAaTorpamMme pacrsopa
cTaHgaptHoro ofpasna  KeToponaka
TPOMETAMHHA (pazgen
«KonnyecTBeHHOE ONpEAETIEHHE)

Remarks : The Product conforms to ND /
Mpumedanne: TTpoayl cooteerersyel rpedopanuam H

Conclusion : APPROVED /
Jakmouenne: OJUBPEHO

Prepared by /
IonrotosneHo: Santosh Kumar

Maurya

Checked by /
IlpoBepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: MeHenxep / Pyxosomntesnb
Pavan Kuma Sharma L

Reprint Date /
Hara: 10.05.2024

Reprint Date /
Hara: 10.05.2024

Reprint Date /
Jara: 10.05.2024

A Al Mo 3 Dar

AP1Z34PL

e dredthps.coni

1 Telanpma, Inaa




Dr.Reddy’s Q!‘

LK

Dy, Reddy's Lacoratorias 1t
Formulaticn Unit-6

Viil. £hol, Nalagarh Read, Baddj,
Bistt, Solan, H.P., 173 205, INDIA
Tel - +91 98165 56001-02

CERTIFICATE OF ANALYSIS wersndiradd VS EOINTT
CEPTHOUHKAT AHAJIM3A
Page2of 7/ CTp-. 2 3 7
Product / .: Ketorol gel for external use 2 %
ITpopyxT Ketopon®, reib Juis HapykHOro NPHMEHEHHS 2 %
Market/ Russia / Pocens
Poinok
Batch No / $ V240253 Batch Quantity / : 19482.000 units /
Cepun N Pasmep ceput 19482.000 envHuyy
Analytical Report Na / : 040002502951 Date of Analysis / : 10.05.2024
AHaJmuTH4ecKuii oTyeT No JlaTa aHanau3a
Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2026
JlaTa npoM3BOACTBA Toaen xo (BK.)
Mfg. License No./ : MNB/05/263 MA number / : JII-Ne(001119)~(PI"-
[IpoM3BOACTEEHHAS JIMLIEH3HS Homep PY RU)
Ne
Analysis performed according to ND / Ananus nposenes no HJL: JITI-Ne(001119)-(PI-RU)-210623

Ne Test / [TokazaTens Result / Pe3yabTaThl Specification / Hopma

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CooTBEeTCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTunnaparugpokcuben3oaT chromatogram of the sample preparation
HaTpHA H IPOMUINIAparuApoKCH- corresponds to that in the chromatogram
6eH30aT HaTpUs of the standard preparation (Assay

section). / DBpemeHa yNepXKHBaHMS
OCHOBHEIX IHKOB Ha XpPOMaTorpamMe
UCTBITYEMOTO  pAacTBOpa  JOJKHBI
COOTBETCTBOBATH BpeMeHaM
yNepXXKHBAaHW OCHOBHBIX TIMKOB Ha
XpOMaTOrpaMMe pacTBOpa CTAHIAPTHBIX
06pa3noB MeTwinaparuipoxcubenzoara
% nponuinaparuipoxcuden3oara.
(pasmen «KonuuecTBeHHOE
onpeneneHne)

3 | Weight of package content / 50.5g/50.5r Should correspond to the requirements /
Macca conepRumMoro B cOOTBETCTBHHU C TPEOOBAHUAMM.
YIaKOBKH

4 | pH of aqueous suspension / 6.8 6.0—-7.8/0t16,0 107,8
pH BoaHoii cycnenzun

Remarks : The Product conforms to ND /
MpuMeuanne: TpouyK CoorsereByel rpedosdHuam HJT

Conclusion : APPROVED /
Juiiwuenne: OJOBPEHO

a Hills, Hyderabad -

Prepared by / Checked by / Approved by: Manager / Executive /

| loaroTosneHo: Santosh Kumar [posepeno: Pardeep Kumar Ono6peno: Meneukep / PykuBuminiesb
Maurya - Pavan Kuma Sharma

Reprint Date / Reprint Date / Reprnt Date /

JHata: 10.05.2024 Iata: 10.05.2024 Jara: 10.05.2024

Tana, Inaia
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page3of 7/Ctp.3 u3 7

Product/ : Kctorol gel for external use 2 %
IpoaykT Ketopon®, rens fuut HAPYKHOTO IpuMeHeHns 2 %
Market/ Russia / Poccus
Poiidk
Batch No / 1 V240253 Batch Quantity / : 19482.000 units /
Cepun Ne Pasmep cepuu 19482.000 equuMLL
Analytical Report No / : 040002502951 Date of Analysis/ : 10.05.2024
Auaaurgdeckiii oTyer No JlaTa aHanuza
Date of Manufacture / : 04/2024 Date of Expiry / + 03/2026
Jlata NpoOH3BOACTEA Toaen 0o (BKL.)
Mfg. License No./ : MNB/05/263 MA number / : JII-Ne(001119)~(PT-
Ipou3EoACTBeHHAsH JHLEH3HSA Howmep PY RU)
No
Analysis performed according to ND / Auanus nposenen no H/I: JITTI-No(001119)-(PT" -RU)-210623

Ne Test / [TokazaTens Result / PesyabTaTbl Specification / Hopma

5 |Viscosity / BsskoeTh | 7.367 poise / 7.367 nyas Between 5 and 12 poise /

Ot 5 o 12 myas

6 |Related substances / Ilpumecu
Ketorolac 1-keto analogue / 0.029 % Not more than 1.0 % /He Gonee 1,0 %

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

1-ruapoxcHaHaNor keropoyiaka | Hwpke npepesna KOJIM4eCTBEHHOTO
onpeaenenus (IIKO = 0.020 %)

; A o .
fémy s1‘11g1e unidentified Not detected / He oGHapyxena Not more than 1.0 % / He 6onee 1,0 %
impurity/ ExnHuyHas
HeHACHTU(DULMPOBAHHAL
MpUMECE
Total impurities / CymMmMa 0.0294 % Not more than 3.0 % / He 6onee 3,0 %
npuMeced

7 | Microbial limits / Mukpo6HO0/IOrHYecKasi YHCTOTA

Total aerobic microbial count / Less than 10 CFU/g/ ' Not more than 10? CFU/g /
O61Liee yucno a3pobHBIX Menee 10 KOE/r He 6onee 10 KOE/r
MHKPOOPIaHU3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /

pumeuanse: [Iponykr cooreercTayeT Tpebosaram HIT 3axnioyenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IToaroroeneno: Santosh Kumar [Mposepeno: Pardeep Kumar Onobpeno: Menemxep / PyropoanTens

Maurya (& ] E Pavan Kuma Sharma /

Reprint Date / Reprint Date / Reprint Date /

Harta: 10.05.2024 Jata: 10.05.2024 Iata: 10.05.2024

abaacd -
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Paged of 7/Ctp. 4 u3z 7

Product/ ; Ketorol gel for external use 2 %

[poayKkT Ketopon®, renb A4 HAPYHHOTO NpUMeHeHus 2 %

M?ﬂmt i Russia / Poceus

PoiHaoK

Batch No / 1 V240253 Batch Quantity / : 19482.000 units /
Cepua Ne Paspep cepni 19482.000 eqrnuy
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
Anajiurnyeckuii oruer Ne Jara anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026

Jlata npoM3BOACTBA Topen no (Bk.)

Mig. License No./ : MNB/05/263 MA number / : JHT-Ne(001119)~(PT-
I poM3BOACTBEHHASA MUUEHIHA Howmep PY RU)

Ne

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

Ne Test / [Tokazarensb

Result / Pe3ynbTaThl

Specification / Hopma

Total combined yeast and
molds count/ O6wee
YHCTIO APOMIKEBBIX H
ITECHEBBIX IPHOOB

Pseudomonas aeruginosa

Staphylococcus aureus

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

Absent in 1 g/ OTcyTcTBYET B 1T

Absent in 1 g/ OtcyrcTByeT B Ir

Not more than 10" CFU/g /
' He 6Gonee 10' KOE/r

Should absent in 1 g/ OtcyTcTBUE B 1r
Should absent in 1 g/ OrcyrcTBue B 1r

8 [Assay/ KonudecTBeHHOE OMpeaeIeHUe:

benzoate / Mertunnapa-
rUAPOKCHOEH30aT HaTPUI

Ethanol / 3raHon 99.4% NLT 85% and NMT 115% of the
labeled amount /
Or 85 no 115% ot 3ai4BJICHHOTO
KOJIMYECTBA

Dimethyl sulfoxide / 101.6% NLT 90% and NMT 110 % of the

JuMeTHicynbGoKcH labeled amount / Ot 90 mo 110 % ot
3aABJICHHOrO KOJUUECTBA

Sodium methyl parahydroxy- 99.3 % NLT 90% and NMT 110% of the

labeled amount / Ot 90 mo 110 % ot
3asBNIEHHOTO KONHYECTBA

Remarks : The Product conforms to ND /
Ilpumeuanne: | IpOSyKT COOTBETCTBYET TpeboBaHwsaM HUL

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / Checked by /

TInnrornrueHN: Santnsh Knmar Tpnrepern: Pardeep Kumar

Maurya @ Qf_':

o Lo IT

Approved by: Manager / Executive /
Onnfipern: Meremkep [ PyRnRomuTRMh

Pavan Kuma Sharma

Reprint Date /

Reprint Date /
Hara: 10.05.2024

Reprint Date /
Hata: 10.05.2024

Hara: 10.05.2024
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& ien Unit-b
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
Page 5of 7/Ctp. Susz 7
Product / Ketorol gel for external use 2 %
[poayxkT Ketopon®, rens 1s Hapy#HOTO MpHUmMeHeHus 2 %
Market / Russia / Poccus
PhinoK _
Batch No/ : V240253 Batch Quantity / : 19482.000 units /
Cepus Ne Pasmep cepuu 19482.000 eauniuy
Analytical Report No / : 040002502951 Date of Analysis / + 10.05.2024
AnanurTndeckui oTyer Ne Jarta aHanu3a
Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2026
Jlata NpoM3BOACTBA Tomen 10 (BKIL.)
Mfg. License No. / = MNB/05/263 MA number / : JIT-Ne(001119)-(PT-
IIpoH3BOACTEEHHAS JIMUEH3US Homep PY RU)
Ne
Analysis performed according to ND / Auanus nposefen no HJI: JITT-Ne(001119)-(PT-RU)-210623

Ne Test / Iloka3aTenn

Result / PesynbTaThl

Specification / Hopma

Keroponaka TpomMeTaMHH

Sodium propyl parahydroxy- 99.1% INLT 90% and NMT 110% of the
benzoate / [Tponuinapa- labeled amount / Ot 90 mo 110 % ot
rHAPOKCHOEH30aT HATPHA 3aBNIEHHOrO KOAMYECTBA

Ketorolac tromethamine / 101.0 % NLT 90 % and NMT 110 % of the

labeled amount / Ot 90 mo 110 % ot
3a5BJIEHHOIO KOJHYECTBA

9 |Package / Onucanue
YNaKOBKH

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 TyGy 13
NAMUHUPOBAHHOTO ANIOMMHUSA, CHaGXEHHYI0 MeMmOpaHOM i KOHTpPOIA
nepsoro BekphiTHA. [Io 1 Ty6e BMECTE C MHCTPYKLMEH IO MENULHHCKOMY
NPUMEHEHMIO (JTUCTKOM-BKIIaJbILIEM) B [Ta4Ky KapTOHHYIO. 4

API name / Haumenoanue AQC:

Ketorolac tromethamine / KeToponaka TpOMETaMUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

npoussoaurens I'JIM®:

Homep cepun npoussoauTens ADPC: QBEE001425
FP Manufacturer API Batch number /
Homep cepuu cybcTanunu FERA00144

Remarks : The Product conforms to ND /

Ilpumeqanue: llpoaykT cooTBETCTRYET TpebosanuaM H/L

Conclusion : APPROVED /
Fawnouenne: VUULPEHU

Prepared by /
TMoaroTosneHo: Santosh Kumar

Maurya Q é

Checked by /
Iposepeno: Pardeep Kumar

<

-

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoIHTeb

Pavan Kuma Sharma
prym——

Reprint Date /
Hara: 10.05.2024

Rep

Ifata: 10.05.202

rint Date /

Reprint Date /

NS
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr Reddy's Laboratories Lig,
Forntulatien Unit-6

Khai, Nalegarh Road, Bacig,
g Sofan, H.P, 173 205, INDJA

196 1-02

CEPTHOHKAT AHAJTH3A

Page 6 of 7/ CTp. 6 a3 7

Product/ ¢ Ketorol gel for external use 2 %

[poayxT Ketopon®, rellb L1 HApYKHOro npumMeneHns 2 %

Market/ Russia / Pocens

PriHOR

Batch No / : V240253 Batch Quantity / : 19482.000 units / '
Cepya No Pazmep cepHi 19482.000 eaunniy
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
Apanurudeckuii oryer Ne JaTa ananuza

Date of Manufacture / : 04/2024 Date of Expiry / £ 03/2026

JlaTa uponsBoACTBa Tonex no (BKJ1.)

Mfg. License No. / : MNB/05/263 MA number / : JITI-Ne(001119)-(PT-
[pou3eoACTBEHHAS JIMIIEHINS Howmep PY RU)

No

|Analysis performed according to ND / Ananus npoeeaen no HJL: JITI-Ne(001 119)-(Pr'-RU)-210623

API Manufactured by & country /
Ipomssoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India / JI-p Pennu’c Jlabopatopus JIta, Muuus

Name, address, authorization No for

Release site / MNB/05/263) /

Haumenosanie, agpec, auuensua gas | J-p Peqmu’c Jlabopatopuc JIta., Hunus, [Ipou3BOICTBEHHOE
noxpasaenenue-6, Bt Kxons, Hanarapx Poyn, Bamm, Tuctpukt Coxnan,
X.I1., 173205, Unpusa (uuensus Homep MNB/05/263)

IlpousBoicTBEHHAN MaomAAKA /
TInowaaxa KOHTPos KadecTsa /
Ilnowanka BbinycKa

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

Remarks : The Product conforms to ND /
Ipumeuauune: [lpoaykT cooTBETCTBYET TpeboranuaM HT

Conclusion : APPROVED /
3akmwuenne: QJJOBPEHO

Prepared by / Checked by /
TMonrotoBneHo: Santosh Kumar IMpoeepeHo: Pardeep Kumar
Maurya

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

Pavan Kuma Sharma
S

Reprint Date /

Reprint Date /
Hata: 10.05.2024

Reprint Date /

Hara: 10.05.2024

Jara: 10.05.2024

ad -5 ’




Dr.Reddy’s ":‘

y's Laporatories i
init-6

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Page 7of 7/Ctp. Tuz 7
Product/ : Ketorol gel for external use 2 %
MpoayKT Ketopon®, reJib 11 HapyakHoro npuMenetns 2 %
Market/ Russia / Poccus
Prinok U
Batch No / 3 V240253 Batch Quantity / : 19482.000 units /
Cepust No Pasmep cepuu 19482.000 envuuiy
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
AnanTiueckiii oryeT Ne JaTa aHanH3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npousBoiAciBa Tonex no (Br.)
Mig. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PI'-
TTpoH3BOACTBEHHAS JIHLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Auanus npoeesen no HII: JIII-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 (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».

3akiouenne 0 cooTBETCTBHH: «HacTosiuM A MOATBEpXKAAK0, YTO NpPHBEJEHHas Bbllle HHGOpMaums
ABNAETCA JOCTOBEPHOM W TOUHOH. DTa cepus NMPOAYKUHH Npou3BeneHa (BKIOYas YNaKoBKY (MapKHMpOBKY) H
KOHTPOJIb KAYECTBA) Ha BBILIEYKA3aHHOMN NPOM3BOACTBEHHOM INolLlaKe (UT0iafAKax) B OJJHOM COOTBETCTBHH
¢ TpeGoBaHKuAMU IIpaBun Hajsexallei Npou3BOACTBEHHOM NpakTHk EBpasuiickoro 3kOHOMHYECKOTO CO03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) 1 Tpe6OBaHUIMH KOHTPOJIS Ka4ECTBA JIEKAPCTBEHHBIX
CPEACTS, 4 TAlOKe B COOTBETCTBHM CO CICUU(PHUKALIHAMU, COAEP>KAMMUCS B PETHCTPAUMOHHOM A0ChE CTPaHBI-
MMITOpTepa. 3alMCH [0 MPOU3BOJCTRY, YINAKOBKE H aHANH3y IPOBEPEHBI, M YCTAHOBJIEHO WX COOTBETCTBHE
TpeboBanusM [IpaBun HapexkalleH NPOHU3BOACTBEHHON NPAaKTHK EBPasHiCKOro SKOHOMHYECKOTO COIO3a».

Remarks : The Product conforms to ND /
ITpuMeuanne: IIponykT cooTBeTCTBYET TpebosanuaM HIT

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

Prepared by / Checked by /
IMoxzrorosneHo: Santosh Kumar

o M S

—

ITporepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Onolpero: Mewnemkep / Pykosoanatens
Pavan Kuma Sharma

Reprint Date /
Jara: 10.05.2024

Reprint Date /
Hara: 10.05.2024

Reprint Date /

Hata: 10.05.2024




