Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Pagelof 7/Ctp. 1u3z 7
Product/ : Ketorol gel for external use 2 %
Ipogykr Ketopon®, renb 11 Hapy»KHOTo npumenenns 2 %
Market / Russia / Poccusa
PpIHOK
Batch No / 1 V240253 Batch Quantity / : 19482.000 units /
Cepus Ne Pa3mep cepun 19482.000 exvHuL
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
AHa/IHTHYECKHUI oTyeT No Jara anaausa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jlara npou3BoJCTBA I'oxeH no (BKJL)
Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PI'-
TpoH3BOACTBEHHAS JIMLEH3US Homep PY RU)
Ne
Analysis performed according to ND / Anaau3 nposeaen no HJI: JIIT-Ne(001119)-(PI'-RU)-210623

Ne Test / IlokasaTenb Result / PesyabTaThl Specification / Hopma
1 | Description / Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OnHOpOAHKI MOoNynpo3payHblii reb | OAHOPOAHBIN MPO3pAYHbIH HIH
C XapaKTePHbIM 3aITaxoM. MONYNPO3payHbIit reNb ¢ XapaKTepHbIM
3aMnaxoMm.

2 Identification / MaenTudukanus
2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
Kertoponaka TpoMeTaMHH CoOTBETCTBYET chromatogram of test solution should
correspond to that in the chromatogram
of Kketorolac tromethamine reference
standard solution (Assay section). /
Bpems ynepxuBaHUsA OCHOBHOI'O IHKa
Ha  XpOMAarorpamMme  HCIbITYEMOIO
pactBopa  JOMKHO  COOTBETCTBOBAThH
BpEMEHH yAep>KHBaHNs OCHOBHOI'O NUKa

Ha XpoMaTorpamme pacTBopa
cTaHmapTHoro ofpa3la KeTOpoJaka
TpOMETaMHHa (pasmen

«KonuecTBeHHOE OTIpEICTICHHE )

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: IIpoayKT cOOTBETCTBYET Tpeboranusam HJ 3akawouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoaroroBneHo: Santosh Kumar [Mpoeepeno: Pardeep Kumar Onodpeno: Menemxep / Pykooaurens
Maurya @/:‘ CBI—/ Pavan Kuma Sharma %,

Reprint Date / Reprint Date / Reprint Date /

Jlara: 10.05.2024 Jara: 10.05.2024 IMara: 10.05.2024

Mooictnrs Hi 2 aad Mo, 3, Banms BH HAvideralsd =500024, Telanguna, hal




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
Page2of 7/ Ctp. 2 u3 7
Product/ : Ketorol gel for external use 2 %
Tlpoaykr KeTopon®, renb i Hapy»KHOro npuMenenus 2 %
Market / Russia / Poccus
Prinok
Batch No/ 1 V240253 Batch Quantity / : 19482.000 units /
Cepus Ne Pasmep cepun 19482.000 eariHuL
Analytical Report No / : 040002502951 Date of Analysis/ : 10.05.2024
AHa/ITUTHUYECKHIi oTyeT No JlaTta aHanu3a
Date of Manufacture / : 04/2024 Date of Expiry/ : 03/2026
JaTa npon3BOACTBA I'open no (BKJL.)
Mfg. License No. / : MNB/05/263 MA number / : JIIT-Ne(001119)-(PI'-
IMpou3BOACTBEHHAS! JTHLIEH3USI Homep PY RU)
Ne
Analysis performed according to ND / Auanus nposeaen no H/: JIII-Ne(001119)-(PI'-RU)-210623

Ne Test / IlokazaTenn Result / PesyabTaThl 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
MeTunnaparuapokcudeH3oar chromatogram of the sample preparation
HaTpHs Y NpONHINapariipOoKCH- corresponds to that in the chromatogram
OeH30aT HATpUs of the standard preparation (Assay

section). / BpemeHa yAepKHBaHHA
OCHOBHBIX [HKOB Ha XpoMaTrorpamMe
HCTBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
YIOEP)KUBAaHUA OCHOBHBIX IHMKOB Ha
XpOMaTorpaMMme pacTBoOpa CTaHAAPTHBIX
00pa3ioB MeTHINaparuapoKcubeH3oara

1%} MpOMUINaparuipoKcHoeH30aTa.
(pazmen «KonuuecTBeHHOE
ornpeaeeHue)

3 | Weight of package content / 50.5g/505r Should correspond to the requirements /
Macca conepxumMoro B cooTBeTcTBUM ¢ TPpeOOBAHUSIMHU.
yNaKoBKH

4 | pH of aqueous suspension / 6.8 6.0-7.8/0t16,0m07,8
pH BoaHoOIi cycnieH3uu

RemarKks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusM HJT 3akmwouenne: OJJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosneHo: Santosh Kumar I[Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PYKOBOANUTEND.

Pavan Kuma Sharma | )

Reprint Date / Reprint Date / Reprint Date /
Jlarta: 10.05.2024 Jlata: 10.05.2024 Jlara: 10.05.2024

b Telanzana, Indi:

Maurya

27, Road N, 3, Banjara Hills, Hyders




Dr.Reddy’s '_‘:’.

CERTIFICATE OF ANALYSIS

r. Reddy's Laboratories Ltd,
Formulation Unit-&

L Kho rh Rodd, Baddi

3 205, INDIA

CEPTUD®UKAT AHAJIU3A

Page3of 7/ Crp. 3 u3 7

Product / Ketorol gel for external use 2 %

IIpoaykr Ketopon®, refib st HAPYKHOTO NpuUMeHeHUs 2 %

Market / Russia / Poccust

Prinok

Batch No / : V240253 Batch Quantity / : 19482.000 units /
Cepus Ne Pasmep cepun 19482.000 eanHuU
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
Ananurndeckuii oryer Ne HJarta ananusa

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

JlaTa npou3soicTBa I'oaen ao (BKJ.)

Mfg. License No. / : MNB/05/263 MA number / + JITT-Ne(001119)-(PI'-
Tpou3BoACTBeHHAS JIMLEH3HsI Homep PY RU)

No

Analysis performed according to ND / Ananu3s niposeen no H: JITI-Ne(001119)-(PI'-RU)-210623

1-keToaHaIOr KETOpOJlaka

Ketorolac 1-hydroxy analogue /
1-ruipoKCcHaHaIor KETOPOJIaKa

Any single unidentified
impurity/ EauHnunas
HeHIeHTUQUIUPOBAHHAA
pUMeCh

Total impurities / Cymma
npumecei

Below LOQ (LOQ = 0.020 %) /
Hibxe nmpeznena KoaM4eCTBEHHOTO
onpenenenus (ITKO = 0.020 %)

\Not detected / He oOHapyxeHa

0.0294 %

Ne Test / [Toka3zaTenb Result / Pe3yabTathl Specification / Hopma
5 | Viscosity / BsizskocThb 7.367 poise / 7.367 nyas Between 5 and 12 poise /
Ot 5 po 12 mya3
6 |Related substances / [Ipumecu
Ketorolac 1-keto analogue / 0.029 % 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 6onee 3,0 %

7 | Microbial limits / MukpoGuoaoru4eckas Yucrora

Total aerobic microbial count /
O01ee YUCI0 a3pOOHBIX
MIKDONPTAHIAMOR

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

Not more than 10> CFU/g /
He 6osee 10 KOE/r

Remarks : The Product conforms to ND /
ITpumeuanue: I[IpoaykT cooTBeTCTBYET TpeGoBanusaM HJT

Conclusion : APPROVED /
Zaxnrouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oarorosneHo: Santosh Kumar [TposepeHo: Pardeep Kumar OnobpeHo: Menemxep / E_}IKDBGAHTEII]:
Maurya Cﬁ/ C\ﬁ__,,. Pavan Kuma Sharma |

[ ~ o
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2024 Jara: 10.05.2024 Jara: 10.05.2024

Wiarm Hillz, Hydorabad - 500024, Telaneana, Inai

0 4200 2929, Emsll: mall@dmaeddys.cam




Dr.Reddy’s ‘f:'.

Ir. Reody's Laboratories Lid.,

CERTIFICATE OF ANALYSIS viww.diraddys.com
CEPTU®UKAT AHAJIU3A
Page4 of 7/ Ctp. 4u3 7

Product/ Ketorol gel for external use 2 %
IpoayxTt Keropon®, renb 11 Hapy:KHOro npumenerns 2 %
Market / Russia / Poccus
PbIHOK
Batch No/ 1 V240253 Batch Quantity / : 19482.000 units /
Cepus Ne Pasmep cepun 19482.000 eauHuy
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
AHATUTHYECKH I oTYeT No JlaTa ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npou3BoACTBA I'onen a0 (BKJI.)
Mfg. License No. / : MNB/05/263 MA number / + JII-Ne(001119)-(PI'-
Ipou3BOACTBEHHAN JIHLEH3HUR Howmep PY RU)
Ne
Analysis performed according to ND / Anasin3 nposeged no HJI: JIIT-Ne(001119)-(PI'-RU)-210623

No J Test / IlokazaTennb

Result / PesyabTaThl

Specification / Hopma

| Total combined yeast and
molds count / Ob1uee
YUCJI0 IPOXNIKEBBIX U
TUIECHEBBIX [PHOOB

Pseudomonas aeruginosa

Staphylococcus aureus

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

Absent in 1 g/ OTcyTCTBYET B 1T

Absent in 1 g/ OTcyTcTBYET B 1T

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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcyrcTBuUE B 1T

8 | Assay/ KonnyecTBeHHOE onpeaesieHue:

benzoate / MeTtunnapa-
THAPOKCUOCH30aT HATPHS

Ethanol / DTanon 99.4% NLT 85% and NMT 115% of the
labeled amount /
Or 85 no 115% oT 3asiBIECHROrO
KOJIMYECTBa

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

JuMeTHncynbMOKCU labeled amount / OT 90 mo 110 % ot
3asIBJICHHOTO KOJTUYECTBA

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

labeled amount / Ot 90 mo 110 % ot
3asBJIEHHOIO KOJIMYECTBA

Remarks : The Product conforms to ND /
ITpumeuanue: [IpoayKT cOOTBETCTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by /
IMoarotosnexo: Santosh Kumar

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onob6peHo: Menemxep / P_\\/KDBOHHT&M

Jara: 10.05.2024

Maurya (:g’t Pavan Kuma Sharma f
Reprint Date / Reprint Date / Reprint Date /

Jara: 10.05.2024

Hara: 10.05.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

21 Reddy's Laboratories iid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddii.
Disit. Solan, H.P, 175 205, INDIA
Tel:+91 98165 56C01-02
www.direddys.com

Page Sof 7/ Ctp. Su3 7

Ne

Product / Ketorol gel for external use 2 %

Ipoaykr KeTopoa®, resib Wi HApY>XKHOTO MpUMeHeHnn 2 %

Market / Russia / Poccust

Prinok

Batch No / 1 V240253 Batch Quantity / : 19482.000 units /
Cepua Ne Pasmep cepin 19482.000 exuHuL
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
AHaJUTHYECKHH oT4eT Ne Jarta anHaansa

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

HaTa npou3sBoacTBa T'onex 1o (BKJ1.)

Mfg. License No. / : MNB/05/263 MA number / + JITI-Ne(001119)-(PT'-
Ipou3B0ACTBEHHAS! JINLEH3HS Homep PY RU)

Analysis performed according to ND / Ananus nposeaet no H/L: JIIT-Ne(001119)-(PT'-RU)-210623

Ne Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
Sodium propyl parahydroxy- 99.1 % NLT 90% and NMT 110% of the
benzoate / IIponmnnapa- labeled amount / Ot 90 nmo 110 % ot
rUapoKCUOEeH30aT HAaTpHUs 3asBJICHHOTO KOJIMYECTBA
Ketorolac tromethamine / 101.0 % NLT 90 % and NMT 110 % of the

KeToponaka TpoMeTaMUH

labeled amount / Ot 90 mo 110 % ot
3a5BJIEHHOI'O KOJIMYECTBA

9 | Package / OnucaHue
yaKoBKH

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 u3
NaMUHMPOBAHHOTO AMIOMHHKA, CHal)keHHYI0 MeMOpaHo# [Uisi KOHTPOJIs
nepBoro BekpbiTHA. [To 1 TyGe BMecTe ¢ MHCTpYKLHMEH 10 MEIHLHHCKOMY
AOPUMEHEHHIO (JIMCTKOM-BKJIAIBIIIEM) B [TA4YKy KaPTOHHYIO.

API name / Haumenopanue A®C:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

npoussoaurtens I'JID:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH001415

Homep cepun npounssogutens AD®C:

FP Manufacturer API Batch number /

Homep cepuu cyGeTaHUMH FERA00144

Remarks : The Product conforms to ND /
Ipumeuanue: IIponyKT COOTBETCTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /

[TonrotosneHo: Santosh Kumar

Checked by /
TMposepeHo: Pardeep Kumar

Approved by: Manager / Executive /

Onobpeno: Menemxep / PykoBoauTenb
)

Toal =01

Maurya g&%, ? Pavan Kuma Sharma

Reprint Date / Reprint Date / Reprint Date /

JHara: 10.05.2024 Hara: 10.05.2024 Hara: 10.05.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, fndia

204580 22850, Fo 2006, Emails mail@drraddys.com
P158GPLCOD4AS0T

varreddys.com




Dr. Reddy's Lanoratories Lid.
Formulation Unit-&

@ o
DI‘. Reddy’s Q'.. Viil. Khol, Nalagarh Road, Badidii,
. Disit. Solan, H.P., 173 205, INDIA

Tel: +91 98166 56001-02

W direddys.con

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJU3A

Page 6 of 7/ CTp. 6 n3 7

Product/ : Ketorol gel for external use 2 %

IpoaykT Keropon®, reys i Hapy»KHOTo NpuMeHerus 2 %

Market / Russia / Poccust

Pb1HOK

Batch No / 1 V240253 Batch Quantity / : 19482.000 units /
Cepus Ne Pasmep cepuu 19482.000 enrHuULL
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
AHaJIMTHYECKHU#i oTueT Ne Jara aHanusa

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

JaTa npou3BoacTBA I'ogen po (BKI.)

Mfg. License No. / : MNB/05/263 MA number / + JITI-Ne(001119)-(PT-
TIpou3BOACTBEHHAs JINLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Auasiu3 nposeaes no HA: JII-Ne(001119)-(PT-RU)-210623

API Manufactured by & country /

TMpoussoaurens ADC, crpaua: Dr. Reddy's Laboratories Ltd., India / I-p Pennu'c Jlabopatopu3 Jita, Mnaus

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) /

HanmenoBanue, aapec, nuuensus ana | [{-p Penmu’c Jlaboparopuc JIta., Muaus, [IpoussoacreeHBoe
ITpouzeoacTBeHHAs MJIOIIAAKA / noapaznenenue-6, Buun. Kxons, Hanarapx Poyn, banau, {uctpukt Conan,
Iaomanka KOHTPoONsi kKayecTsa / X.I1., 173205, Unaus (muuensus Homep MNB/05/263)

ITnowaaka BbIMyCKA

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: IIPoOyKT COOTBETCTBYET TpeboBaHuaM HJL Zaxawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oarotosieno: Santosh Kumar [porepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBoauTenb
Maurya ) Pavan Kuma Sharma j{/
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.05.2024 2024 Hara: 10.05.2024

{1dg, 3, Hydarabad - 500024, Tefangana, India

smail@drredays.com




Dy Reddy's Laporatories Ltd.
Formulaticn Unit-6

@e
Dr. Reddy,s ‘.... Vil kKhel, Malagarh Road, Badidj,

Distt. Solan, H.P, 173 205, IND!A
Tel: +91 28165 56C01-02
CERTIFICATE OF ANALYSIS voww.drreddys.com
CEPTUDUKAT AHAJTH3A

Page 70f 7/ Ctp. 73 7

Product/ : Ketorol gel for external use 2 %

MpodykT Ketopon®, reib A1 HApY)KHOTO MpuMeHeHus 2 %

Market / Russia / Poccus

Prinok

Batch No / 1 V240253 Batch Quantity / : 19482.000 units /
Cepus Ne Pasmep cepii 19482.000 eguHmI
Analytical Report No / : 040002502951 Date of Analysis / : 10.05.2024
AnajinTHdecknii oryer No JlaTa ananusa

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

JlaTa npou3BOACTBA I'ogeH no (BkJ1.)

Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)-(PI'™-
IIpou3BOACTBEHHAS JIMLIEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Anaaus nposeses no HJ: JITI-Ne(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».

3ak/0ueHHe 0 COOTBETCTBHHM: «HacTOAIUM s MOATBEPXKAAKD, YTO MNPUBEJECHHAS Bbillle MHpOpMALKS
SABJISIETCS IOCTOBEPHOM M TOUHOMN. DTa cepus MPOAYKUMH MPOM3BeeHa (BKIIOYas YMaKoBKY (MapKUpOBKY) U
KOHTPOJIb KAYeCTBA) Ha BbIILEYKA3aHHOM POM3BOACTBEHHOMN TLIOMA/IKE (TIOMA/IKaX) B [IOJTHOM COOTBETCTBHH
¢ TpeboBanvsamu [IpaBun Hajexkalleil NPOW3BOICTBEHHOM NpakTHKU EBpasHicKoro 3JKOHOMHUYECKOro COK3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 cenrsi6ps 2022) u TpebOBaHMAMH KOHTPOJIS Ka4€CTBa JIEKapPCTBEHHBIX
CPEJICTB, @ TAKKE B COOTBETCTBUM CO CELU(HUKALMAMH, CONEPHKALIMMHUCH B PETHCTPALIMIOHHOM NI0ChE CTPaHbI-
MMIIOpTEpa. 3alUCH 10 [POU3BOJCTBY, YIIAKOBKE M aHAJIM3y NMPOBEPEHbI, H YCTAaHOBJICHO MX COOTBETCTBUE
tpebopanusam [IpaBun HajyIexXalleH MPOM3BOACTBEHHON NPaKTHK EBpasuiickoro 3KOHOMHUUECKOro COI03a.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuauue: [IpoayKT cOOTBETCTBYET TpedopanisiM HJT 3aximouene: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moarorosneso: Santosh Kumar [TposepeHo: Pardeep Kumar Ono6peHo: Menemxep / Pykosoanrens
Maurya @ E Pavan Kuma Sharma ;

Reprint Date / Reprint Date / Reprint Date /

Iata: 10.05.2024 Jlara: 10.05.2024 Jara: 10.05.2024




