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CERTIFICATE OF ANALYSIS www.direddys.com
CEPTHO®UKAT AHAJIH3A
Page1of 7/Ctp. 1 37
Product/ : Ketorol gel for external use 2 %
Tponyst Ketopon®, refib Uiz HAPYKHOTO npHMeHeHuA 2 %
Ararketd Russia / Poceus
Pripiox ]
Batch No / T V240252 Batch Quantity / : 32538 units /
Cepns Ne Pa3mep cepun 32538 envnuiy
Analytical Report No / : 040002501898 Date of Analysis / : 10.05.2024
AHATUTHYECKMIi oTueT Ne JlaTa ananusa
Date of Manufacture / 1 04/2024 Date of Expiry / + 03/2026
Jlara npov3BoacTBa Topen no (BKJ.)
Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)-(PI-
IpoM3BOACTBEHHAS TULEH3HA Homep PY RU)
Ne
Analysis performed according to ND / Ananuz npoeenes no HJI: JITI-Ne(001119)-(PT-RU)-210623
Ne Test / IloxaszaTesnn Result / Pe3yasTaThl Specification / Hopma
1 |Description / Onncanne Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OXHOPOAHEIH MONYNPO3payHblit reb | OXHOPOAHBIM NPO3payHbIi WK
C XapaKkTepHbIM 3aMaXoM. T10J1yIIpO3pa4HBblil TENb ¢ XapaXTEPHBIM
3aIaxoM.
2 |Identification / MnenTudnkauus
2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
KeTtoponaka TpoMeTaMHH CooTBETCTBYET chromatogram of test solution should

correspond to that in the chromatogram
of ketorolac tromethamine reference
standard solution (Assay section). /
Bpems yHep>XHBaHWs OCHOBHOIO IHKa
Ha  XpOMAaTorpaMMeé  HCHBITYEMOIO
pacTBopa OOKHO  COOTBETCTBOBATH
BpEMEHH YIEPXKHBAHUA OCHOBHOTO ITHKa

Ha XpoMaTorpaMme pacTtBopa
cTangapTtHoro ofpasna  KeTopojaxa
TpOMETaMHHA (pazzen

«KonuyecTBeHHOE onpene.neﬂne»)

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Tpogykr coorsercreyer Tpebosaninm HIT 3akniouenune: OJJIOGPEHO
Prepared by / | Checked by / Approved by: Manager / Executive /
IToarorosneno: Santosh Kumar Ipoeepeno: Pardeep Kumar Opnobpeno: Menemkep / PyrosoauTeib
Maurya (’g’ , Pavan Kumar Sharma

cj—/‘ " ——

- =

Reprint Date / Reprint Date / Reprint Date /
Hata: 10.05.2024 ata: 10.05.2024 Hara: 10.05.2024 _
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Product / Ketorol gel for external use 2 %

[IpoayxT Ketopon®, renb i HAapy:KHOro npumexenus 2 %

LT Russia / Poccus

Prisox

Batch No / V240252 Batch Quantity / < 32538 units /
Cepus Ne Paimep cepun 32538 enunuL
Analytical Report No / 1 040002501898 Date of Analysis / : 10.05.2024
AHaJMTHYECKMIT oTyeT No JlaTa aHanaM3a

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

JlaTa MPOU3BOACTBA T'ogen go (BKJI.)

Mfg. License No. / -2 MNB/05/263 MA number / : JIII-Ne(001119)~(PT-
IIpoN3BOACTECHHAS NLER3HS Homep PY RU)

Ne

Analysis performed according to ND / Auanus nposeaen no HJL: JIT-Ne(001119)~(PI-RU)-210623

Ne

Test / Iloka3aTenb

Result / PesynbTaThi

Specification / Hopma

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MerunnaparnApokcu6eH30aT
HATPHA H NPONKUIIaparuapoKcH-
6eHzoaT HaTpHA

Complies as prescribed /
CoOTBETCTBYET

The retention time of the sodium methyl
parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation (Assay
section). / DBpemeHa yAepXHMBaHUA
OCHOBHBIX MHKOB Ha XpOMaTorpaMme
UCTILITYEMOTO  pacTBopa  HOJOKHEI
COOTBETCTBOBATH BpEMEHaM
VIOEPXKUBAHUS OCHOBHBIX TMKOB Ha
XpOMaTorpaMMe pacTBOPa CTAHAAPTHBIX
06pa3ioB MeTHWINaparuapoKkcubeH3oara

u nponwinaparuapoxcubeH3oara.
(pazoen «KonnyecTBeHHOE
OIIPEACNCHUEN)

ynako

3 |Weight of package content /
Macca coaepxumMoro

BKH

303g/303r

Should correspond to the requirements /
B cOOTBETCTBHU C TPEOOBAaHUAMH.

4 |pHof

aqueous suspension /

PH BogHoili cycneH3uu

6.8

6.0-7.8/016,0mn07,8

Remarks : The Product conforms to ND /
Hpumeyanne: [ponykt cootsercTRyeT Tpebosannam HI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /

TToarorosneHo: Santosh Kumar

Checked by / Approved by: Manager / Executive /
ITposepeno: Pardeep Kumar Opnobpeno: Menemxep /P}fxoao,uurcnb

r\ﬁr;l::u::ua JITT

LE O I 3 DU N, 3, Balsjara Hliib. ?i?ﬁcl‘.ﬁ'ﬁ'—l i :‘UUDEH. |\Eixiﬂ.g;ﬂh;, (GTIE]

Maurya &/_ Pavan Kumar Sharma
Reprint Date / Reprint Date / Reprint Date /
Jlara: 10.05,2024 Hara: 10.05.2024 Hara: 10.05.2024

Tel: +91 40 4500 2900, Fax: +31 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP13984PLCO04507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %

IpoaykT Ketopon®, reins /18 HapyXHOTO IpHMeHeHuA 2 %

e Russia / Poccus

Pridok

Batch No / V240252 Batch Quantity / : 32538 units /
Cepns Ne Pasmep cepun 32538 equHUIY
Analytical Report No / 040002501898 Date of Analysis / : 10.05.2024
AHaJuTHYeCKHi oTueT No Jara ananusa

Date of Manufacture / 1 04/2024 Date of Expiry / -1 0372026

JlaTa npon3BoacTea Togen no (BKA.)

Mfg. License No. / MNB/05/263 MA number / : JII-Ne(001119)-(PT-
N pou3BOACTEEHHAR NMLEH3US Homep PY RU)

Ne

Analysis performed according to ND / Anasnus nporegen no HJI: JITI-Ne(001119)-(PI'-RU)-210623

Ne Test / TlokazaTens Result / PesyabTaThbt Specification / Hopma
5 | Viscosity / BsazkocTs 7.575 poise / 7.575 nyas Between 5 and 12 poise /
Ot 5 no 12 nya3
6 |Related substances / [Ipumecu
Ketorolac 1-keto analogue / 0.031% Not more than 1.0 % /He 6osee 1,0 %
1-KeToaHaJIoT KeTopoaka
Ketorolac 1-hydroxy analogue / Below LOQ (LOQ = 0.020 %) / Not more than 0.5 % / He Gonee 0,5 %
1-ruapoKCcHaHalor KeToporaka |[Hinke mpenena KOJUYeCTBEHROI
onpenenenns (IIKO = 0.020 %)
Any single unidentified Not more than 1.0 % / He 6onee 1,0 %
impurity/ EnuHugHas 0.03%
HeHaeHTH(HIUPOBaHHAs
TIPAMECH
Total impurities / Cymma 0.1% Not more than 3.0 % / He 6onee 3,0 %
npuMecei
7 | Microbial limits / MuxpoGuosiornyeckasi yuerora
Total aerobic microbial count/ |Less than 10 CFU/g / Menee 10 Not more than 10* CFU/g /
Ob1ee qucno a3pobHLIX KOE/r He 6onee 10* KOE/r
MHKPOOPraHU3MOR

Remarks - The: Produnt confarms ta NTY/
Ilpumeuanue: ITponykT cooTseTcTBYET TpeSoBanuam HJI

Conclnsian - APPROVED /
3axuouenne: OJOBPEHO

Prepared by /
IMoarotosneno: Santosh Kumar

Maurya 6/'

Checked by /
[Tposepeno: Pardeep Kumar

esfl

Approved by: Manager / Executive /
Onobpeno: Meuemxep / Pygosoauresin
Pavan Kumar Sharma

o——

//

«— i,
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2024 Hara: 10.05.2024 Hara: 10.05.2024
REgisierad Ofilce; 8-2-337, Road Wo. 3, Banjara R, Hyderabad - 500024, Telangana, Indla

Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04E07
www.drreddys.com
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Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, B.P, 173 205, IND)a,
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CERTIFICATE OF ANALYSIS www.direddys.com
CEPTUOHKAT AHAJTH3A
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Product/ : Ketorol gel for external use 2 %

JPOROKEBBIX M ILIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

IpoaykT Keropon®, resb i HAPYXHOTO npuMeHeH s 2 %
Market/ Russia / Poccus
Pritor =
Batch No / + V240252 Batch Quantity / : 32538 units /
Cepist N Pazmep cepuu 32538 enuHHULL
Analytical Report No / 1 040002501898 Date of Analysis / : 10.05.2024
AHannTHYeCKHil oT4eT No Hara ananusa
Date of Manufacture / + 04/2024 Date of Expiry / : 03/2026
JlaTa NPOM3BOACTRA Tonen go (Bii1.)
Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
IIpoM3BOACTEEHHAS JIMLEH3HS Homep PY RU)
Ne
Analysis performed according to ND / Ananns nposeaen no HJL: JIT 1-Ne(001119)-(PI'-RU)-210623
Ne Test / ITokxa3aresib Result / Pe3ynbTaThl Specification / Hopma
Total combined yeast and Less than 10 CFU/g / Menee 10 Not more than 10' CFU/g /
molds count/ O61ee 4ncno KOE/r He 6onee 10' KOE/r

Absent in 1 g/ Orcyrctyer B It | Should absent in 1 g/ OtcyrcTeue B 1r
Absent in 1 g/ OtcyterByer B It | Should absent in 1 g/ OTcyTcTRHE B 1T

8 |Assay/KonuyecTBeHHOE onpeaeeHHe:

Ethanol / Otanon 98.7 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 pmo 115% ot 3adBNE€HHOro
KOJIMYECTBA

Dimethyl sulfoxide / 101.0 % NLT 90% and NMT 110% of the

JumeTwicynbQokcun labeled amount / Ot 90 mo 110 % ot

3asBJIEHHOTO KOJIMUECTRA

Sodium methyl parahydroxy-
benzoate / Merinnapa-
rHIpPOKCHOEH30aT HATpHA

99.2 % NLT 90% and NMT 110% of the
labeled amount / Ot 90 mo 110 % ot
3aBAEHHOIO KOJIMYECTBA

Sodium propyl parahydroxy-
benzoate / IIponunmnapa-
THAPOKCHOEH30aT HATPHA

99.0 % NLT 90% and NMT 110% of the
labeled amount / Ot 90 no 110 % ot
3a9BJIEHHOTO KOJIMYECTBA

Remarks : The Praduct canfarms to ND /

Canclusion : APPROVED/

ITpumeuanne: [Ipogykt cooTBETCTBYET TpeboBaHuam HI 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Appraved hy- Manager / Fxecutive /
INoxgrorosnerno: Santosh Kumar ITporepeHo: Pardeep Kumar Onobpeno: Menemxep / Pygosoautens
Maurya B Pavan Kumar Sharma

Cf? j ClPnn—

—_— o /
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2024 Hara: 10,05.2024 Jlata: 10.05.2024
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Tel: +91 40 4500 2200, Fax: +51 440 4300 2999, Email: mail@dneddys.com

CIN: L85125AP1984PLCOO4ECT
www.drreddys.com
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CERTIFICATE OF ANALYSTS
CEPTUDUKAT AHATH3A

PageS5of 7/CTp. S n3 7

Product/ ¢ Ketorol gel for external use 2 %

[Ipoaykr Keropon®, reib UL HAPYXKHOIO NpUMesena 2 %

Market / ) — =
Russia / Poccua

Prinox

Batch No/ ¢ V240252 Batch Quantity / : 32538 units /

Cepnn Ne Paimep cepun 32538 equnuIL

Analytical Report No / ¢ 040002501898 Date of Analysis / : 10.05.2024

AHasiuTHgecKkHii oTyer Ne Jara ananuza

Date of Manufacture / 1 04/2024 Date of Expiry/ : 03/2026

JlaTa npon3BoAcTBA Topes no (Bi.)

Mfg. License No. / MNB/05/263 MA number / :+ JI-Ne(001119)~(PI-

TTpoM3BOACTBEHHAR THLEH3NS Homep PY RU)

No

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

No Test / ITokazaTesn

Result / Pe3syabTaTbl

Specification / Hopma

Kectorolac tromethamine / 100.9 %
Ketoposiaka TpoMeTaMHH

NLT 90 % and NMT 110 % of the
labeled amount / OT 90 1o 110 % ot
3a5BJIEHHOI0 KOJIMUECTRA

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 Ty6y u3
JIAMHHAPOBAHHOTO @IOMHHUS, CHaOXeHHyl0 MeMOpaHoW 1 KOHTpOJNs
mepeoro BekpbiTHs. [Io 1 TyGe BMECTe ¢ HMHCTpYKUMEH [0 MEAULHHCKOMY
MPUMEHEHHIO (JINCTKOM-BKIAABIIIEM) B [IAYKY KAPTOHHYIO.

Nemarls @ Tho Produot oconformo to MD /
Tprmeuakue: IpoaykT cooTReTCTBYET TpeboBanusaM HJT

Conelugion 1 APPROVED /
3axmouenne: OJJOEPEHO

Prepared hy / Checked hy /
[loaroroeneno: Santosh Kumar

Maurya @A
s = —

—

|Iposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Unobpeno: Menemxep / Pyrosoanmesnd
Pavan Kumar Sharma J/

é;/}/

Reprint Date / Reprint Date /

Hara: 10.05.2024

Reprint Date /

JaTta: 10.05.2024

| Mara: 10,05.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTU3A
Page 6 of 7/ C1p. 6 3 7
Product / Ketorol gel for external use 2 % =
MpoayxT Ketopoa®, reib 1jist HApYKHOTO NpUMeHeHHa 2 %
Market / Russia / P
ussia / Poccust
Phinok
Batch No / V240252 Batch Quantity / : 32538 units /
Cepua Ne Pazmep cepiu 32538 equnun
Analytical Report No / ¢ 040002501898 Date of Analysis / : 10.05.2024
Aunasmryeckuii otuer Ne Hara ananansa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOACTRA I'onen no (BKI1.)
Mifg. License No. / MNB/05/263 MA number / : JITI-Ne(001119)-(PI-
TpoM3BOACTBEHHAS JTHIIEH3US Homep PY RU)
Na .
Analysis performed according to ND / Ananus nposegen no HJ: JITT-No(001119)~(PT-RU)-2 10623

API name / Haumenoranue ADC:

Ketorolac tromethamine / Ketoposiaka TpOMETaAMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

npousBonuTens IJIM:

Homep cepun nponssoautens ADC: ST g
FP Manufacturer API Batch number /
Homep cepun cybcTanumn FERA00144

API Manufactured by & country /
ITponseonureas A@C, crpana:

Dr. Reddy's Laboratories Ltd., India / JI-p Pepnu’c JIaboparopus Jita, UHaus

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

HaumeHnoBaHue, aapec, JIHUEH3Us AJIA
Ipon3BoacTBeHHANA MIOLAAKA /
Ilnouwaaka KOHTpONS KadecTBa /
Il1omanka BeINycKa

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

J-p Penau’c JJa6opatopuc JIta., Muaus, [lponseoacTeeHHOE
noapaspeneHue-6, Buwui. Kxons, Hanarapx Poya, Bapna, quetpuxr ConaH,
X_IT., 173205, Uuaus (uuenszus Homep MNB/05/263)

Remarks - The Pradurt eonfarms tn NTY / Conchision : APPROVED /
ITpumeuanne: IIpoayKT cooTBETCTRYET TpeGosanHIM HIL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarotorneHo: Santosh Kumar Iporepeno: Pardeep Kumar Onobpeno: Menemxep £ PykoBoguTenb
Maurya ~ [ Pavan Kumar Sharma
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2024 Hara: 10.05.2024 10.05.2024

TIEW D113} Brarss /), RONG WO, 3, 1 U024, Telangona. ncia
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CEPTUPUKAT AHAJTU3A

Page70f 7/CTp. 73 7

Product/ + Ketorol gel for external use 2 %

IpogyxT Kertopon®, renb i HapyKHOro mpumenenns 2 %

el Russia / Poccua

PbLiHOK

Batch No / s V240252 Batch Quantity / + 32538 units /
Cepmsi Ne Pazmep cepuy 32538 exauHULL
Analytical Report No / : 040002501898 Date of Analysis / : 10.05.2024
AHanHTHYecKU oTdeT No Jara aHanu3a

Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2026

JaTa npoH3BojicTBa I'onesn Ao (Bra.)

Mfg. License No. / ¢ MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
IIponssoncTBeHNast JIMLIEH3UA Homep PY RU)

No

Analysis performed according to ND / Auanuz nposenen no H: JIXI-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».

3akmioyenre ¢ coorBercTBMH: «HacToAluM 1 TOATBep)KAaio, 4TO MpHBEReHHas BEIIe HHOOPMauus
SIBJIETCS JIOCTOBEPHOM U TOYHOM. DTa cepus MPOLYKUMH MMpOM3BeAeHa (BKIIOUAs YNakOoBKY (MapkHPOBKY) U
KOHTPOJIb KaueCTBa) Ha BBIIEYKa3aHHOM IPOH3BOICTBEHHOM IUIoIaKe (IUIOIa/AKaX) B IOTHOM COOTBETCTBHH
¢ TpeboBaHMAMH [IpaBui Hapexaie# NpOU3BONCTBEHHOM NpakTHKH EBpasHicKoro 3kK0HOMHYECKOro COI03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 TpeGOBAaHUIMH KOHTPOJIS KAYeCTBa JIEKaAPCTBEHHBIX
CPeICTB, a TAKKE B COOTBETCTBUU CO CMELUDHKALUAMH, COASPIKAIIMMHUCS B PETHCTPALIMOHHOM J0ChE CTPaHbI-
uMIioprepa. 3afnucH 1o NPOU3BOJCTBY, YNAKOBKE H aHANM3Y NPOBEPSHBl, U YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusm [IpaBm Hagexauleit NpOH3BOACTBEHHOM NPAKTHK EBPa3HiiCKOro 3KOHOMHYECKOTO COI03a.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: [ponykT coorsercTayeT Tpedopannam HI| 3arnwyenne: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroTorneHo: Santosh Kumar [Nporepeno: Pardeep Kumar Onobpeno: Meremxkep / Pykosorens
Maurya ; ? Pavan Kumar Sharma P%/
Reprint Date / Reprint Date / Reprint Date /-

Hara: 10.05.2024 S ... Jara; 10,05.2024_ | . .. . | Mara: 10.05.2024

29, Enail: mait & drreddys.com
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