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[Product / Ketorol gel for external use 2 %

@gu_vm Ketopoa®, renb s HapyxHOro npuMeneHus 2 %

QIBEKEG! Russia / Poccus

[Prisioe

|Batch No / 1 V250147 Batch Quantity / 19301.000 units /
QP_HFI No - Pa3mep cepun 19301.000 eapuuw
| Analytical Report No / : 040002841026 Date of Analysis / 10.03.2025

| AHAaNMTHYecKHiT 0TUYeT No JlaTa aHa;iu3a

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

|laTa npou3BoacTBA logen no (BiJL.)

Mfg. License No. / : MNB/05/263 MA number / + JITI-Ne(001119)-(PT-
Il‘lpomsoacnaeunaﬂ JAHLEH3Us Homep PY RU)

| No

| Analysis performed according to ND / Anaau3 nposeae mo H/L: JIT-Ne(001119)-(PC-RU)-210623

Ne Test / [loka3aTennb

1 Description / Onucauue

2 Identification / MaenTudukauns

2a  Ketorolac tromethamine /
Keroponaka TpomeTaMuH

Result / PesyabTaThl

Homogeneous semi-transparent gel

with characteristic odor /
OnHOPOIHBIH NoJynpo3paunblii resib
€ XapaKTEPHBbIM 3allaxOM

Complies as prescribed /
CoOTBETCTBYET

Specification / Hopma

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpOoAHbII MpO3payHbIH HIIH
110J1yPO3pauHblil refib ¢ XapakTepHbIM
3anaxoM.

' 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 yAepuBaHHS OCHOBHOTO MMKa
Ha  XpOMarorpamMMeé  HCIBITYEMOIO
pacTBopa  [O/DKHO  COOTBETCTBOBATh
BPEMEHH YJIEPKHUBAHNA OCHOBHOTO NTMKa
Ha XpomaTorpaMmme pacTsopa
CTaHJapTHOrO  obpasua  KeToposaka
TpOMETaMHHA (pazaen
«KonuuecTBeHHOE ONpeaeICHHED)

Remarks : The Product conforms to ND /
IMpumeuanue: [TpoayKT cOOTBETCTRYET TpebopanusM HJJ

Conclusion : APPROVED /
Jakaouenue: OJOBPEHO

Hata. 10.03.2025

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

IMoarotosneno: Yogesh Chayhan [Mposepeno: Santosh Kumar % OnobpeHo: Menexep / Pykoeoanrens
[/ /7 | Maurya Amit Kumar &w- -

Reprint Date / v Reprint Date / Reprint Date / |

Haia. 10.03.2025

Hata: 10.03.2025

Registered Offico: 8-2-3

7, 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 % a o
Mponyxr Ketopon®, reib s Hapy#HOro npumexeHus 2 % B T
Market/ Russia / Poccus I
PbiHOK [
Batch No / : V250147 Batch Quantity / . 19301.000 units/ |
Cepus Ne Pasmep cepuu 19301.000 ezmH@_i
Analytical Report No / : 040002841026 Date of Analysis / : 10.03.2025 |
AnanuTuveckuid oTyeT No |Mara anann3a

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

JlaTa npou3BoacTBA Togen a0 (BKJL.)

Mfg. License No. / : MINB/05/263 MA number / : JITI-Ne(001119)-(PT-
[pou3BOACTBEHHAS JIMUEHIHS Homep PY RU)

Ne

Analysis performed according to ND / Ananu3 npoBeaeH no HlI_ JIM-Ne(001119)-(PT'-RU)-210623

Ne Test / MToka3zaTenab

2b  Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MeTunnaparuapokcubensoar
HaTpUs W MPOMUNaparuapoKcH-
OeH30aT HaTpHs

Result / PesynbTatsl

Complies as prescribed /
CooTBeTCTBYET

3 | Weight of package content /
Macea coaepKumMoro
YHAKOBKH

4 pH of aqueous suspension /
pH BoaHO#i cycneHsnun

6.9

S04 ¢g/504r

Specification / Hopma

 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). / Bpemena yaepuBaHHA
OCHOBHbIX MUKOB Ha Xpomarorpamme
HCIBITYEMOTO pacrtsopa JTOIKHBI
COOTBETCTBOBATD BpEMeHaM
YAEPXKHUBAHUS OCHOBHBIX I[MKOB Ha
XpOMATOrpaMme pacTBopa CTaHAApTHBIX
00pa3LoB MeTWInaparupokcudeHszoaTa

0 nponunnaparuapokcubeH3oaTa.
(paznmen «KonnuecTBeHHOE
orpeaencHHE)

'Should correspond to the requirements / '

B coOTBETCTBHU C Tpe6OBaHH$lMH.

6.0-7.8/016,0 10 7,8

Remarks : The Product conforms to ND /
Tpumeuanue: I1poayKT cooTBETCTBYET TpeOGoBanuam HJI

Conclusion : APPROVED /
Jakarwyenue: OJOBPEHO

Prepared by / Checked by /
[TonroroeneHo: Yogesh Chauh /an
[/

‘ W Maurya

[MTpoeepeHo: Santosh Kumar @,

Approved by: Manager / Executive /
OnobpeHo: Menemxep / Py kOBUZlMTeJ'lb
Amit Kumar N

Reprint Date /
Iata: 10.03.2025

Reprint Date /
Hara: 10.03.2025

Reprint Date / V
Hara: 10.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: 491 40 1900 2000, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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iProdu:t/ . Ketorol gel for external use 2 %

(MpoaykT Keropon®, reib aist HapysxHOro npuMeHenus 2 % B B
_ll\f::ll;it 4 Russia / Poccus

|Batch No / : V250147 [Batch Quantity / : 19301.000 units /
|Cephst Ne. B | Pazmep cepun 19301.000 emmnmi
!Analytical Report No / : 040002841026 ‘Date of Analysis / : 10.03.2025

| AHanuTHYecKui oTueT Ne |/laTa ananu3a

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

{laTa npou3BoacTBa fl“oueH no (BkJ1.) -

Mfg. License No. / : MNB/05/263 IMA number / : JIT1-Ne(001119)-(PT"-
[Mpon3BOACTBEHHAS JHUEH3HSI 'Homep PY RU)

:.N‘g

|Anai_vsis performed according to ND / Anasu3 nposeaen no HJI: JIH-NQ(OOI1i9)-(PF-RU)-210623

Ne Test / [Toxazatenan
5 'Viscosity / BsizakocTh

6 Related substances / IMpumecn
Ketorolac 1-keto analogue /
1-KkeToaHaIOr KeTOpoJaKa

Ketorolac 1-hydroxy analogue /
1-ruapoKcuaHator KeTopoJaka

Any single unidentified
impurity/ EnuHuuHas
HEUAECHTUDULIMPOBAHHAS
NpUMech

Total impurities / Cymma
npumeceit

Result / PesyabTaThl
7.78 poise / 7.78 nmyas

0.0285%

Below LOQ (LOQ = 0.020 %) /

Huxe npeaena KOMM4eCTBEHHOTO

onpezenenus (ITKO = 0.020 %)

Below LOQ (LOQ = 0.025 %) /

Hike npeaena KOJIMYECTBEHHOTO

onpenenenus (IIKO = 0.025 %)

0.0285%

Specification / Hopma

" Between 5 and 12 poise /

Ot S no 12 myas

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 6osee 3,0 %

7  Microbial limits / Mukpo6uosoruueckas YHcToTa

Total aerobic microbial count /
O61uiee yucno adpobHbIX
MUKPOOPraHU3MOB

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

Not more than 10* CFU/g /
He 6onee 10° KOE/r

Remarks : The Product conforms to ND /

Mpnmeuanue: [TpoayKT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

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

[ogrorosnexo: Yogesh Chaémn [TporepeHo: Santosh Kumar @/ Onobpeno: Menemxkep / Pygosoaurens
[ / Maurya .~ | Amit Kumar o

Reprint Date / = Reprint Date / Reprint Date / v -

Haota: 10.03.2025 Hata: 10.03.2025 Hara: 10.03.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tol: +91 40 4500 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com

CIM: L85195AP1984PLCO04507
www.drreddys.com
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Ne

'Product / Ketorol gel for external use 2 %

Apoaykr Ketopoa®, resp mns HapyxHoro npumeHeHns 2 % L
MarkeL] Russia / Poccnst

Poifox

Batch No / : V250147 Batch Quantity / : 19301.000 units /
Cepua Ne - Paszmep cepun 19301.000 eamHuL
Analytical Report No / : 040002841026 Date of Analysis / : 10.03.2025
AHAAMTHYECKHIA OTYET No JlaTa aHanusa

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

Jara npou3BoiacTsa - Togen ao (BKJI.)

Mfg. License No. / : MNB/05/263 MA number / : JIT-Ne(001119)-(PT-
TpousBoacTBeHHAS THUEH3HUS Homep PY RU)

[AnaEsis performed according to ND / Ananu3 nposeaen no HJI: JIT-Ne(001119)-(PI'-RU)-210623

Ne Test / [Toka3zaTenanb

Total combined yeast and
molds count / O61ee
YUCIIO IPOAOKEBLIX U
TJiecHeBbIX IpUOOB

Pseudomonas aeruginosa
Staphylococcus aureus

8 | Assay/ KosuuecTBeHHOE onpeaeseHue:

Ethanol / DtaHon 99.3%
Dimethyl sulfoxide /

JumMeTUncyabQoKcHa
'Sodium methyl parahydroxy- 97.2%
benzoate / Merunnapa-

ruapokcuGeH30aT HaTpus

Sodium propyl parahydroxy- 99.1 %

| benzoate / TTponunnapa-
ruapoKcubeH30aT HATPUs

Result / PesyibTaThl

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

Absent in 1 g/ OTcytcTByeT B 1r

Absent in 1 g/ OtcytctByeT B IT

103.8%

Specification / Hopma

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

Should absent in 1 g/ OtcytcTBrE B 1T

Should absent in 1 g/ OTcyTcTBUE B 1T

'NLT 85% and NMT 115% of the

labeled amount /
Or 85 nmo 115% oT 3aiBIEHHOIrO
KOJM4YECTBA

'NLT 90% and NMT 110% of the
labeled amount / Ot 90 no 110 % or
3AABJIICHHOIO KOJIMUYECCTBA

NLT 90% and NMT 110% of the
Ilabeled amount / Ot 90 no 110 % or
3a5ABJIEHHOrO KOJIMUECTBA

'NLT 90% and NMT 110% of the
labeled amount / Ot 90 mo 110 % ot
3asABJICHHOI'O KOTMYECTBA

Remarks : The Product conforms to ND /
IMpumevanne: [TponykT cooTBeTCTBYET TpedoBaHusaM HJ

Conclusion : APPROVED /
Jakmouenue: OJOBPEHO

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

Moarotosnero: Yogesh Chauhan [TpoepeHo: Santosh Kumar@?L- Onobpeno: Menexep / Pykosoaures
4 /| Maurya Amit Kumar A=

Reprint Date / i Reprint Date / Reprint Date / |

Jlara: 10.03.2025 Hata: 10.03.2025 Jara: 10.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Ir:dia
Tel- +91 40 4900 2900, Fax: +91 40 1900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %

Mponykr KeTtopoa®, resib 1 HapyKHOTrO NpHMeHeHua 2 % ]
1[\’{?:;?: / Russia / Poccus

Batch No/ 1 V250147 Batch Quantity / : 19301.000 units /
CepHs Ne Pa3mep cepun 19301.000 exmunu
Analytical Report No / : 040002841026 Date of Analysis / : 10.03.2025
AHAJUTHYECKUIT oTueT No JlaTa ananu3za

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

JlaTa npon3BOACTBA lonen go (BKJL.)

Mfg. License No. / : MNB/05/263 MA number / + JIT-Ne(001119)-(PT'-
MpOH3BOACTBEHHAN JTHUEH3US 'Homep PY RU)

Ne |

| Analysis performed according to ND / Anasin3 nposened no HJI: JIM-Ne(001119)-(PT-RU)-210623

Ne Test / [okazaTesnb Result / PesysibTaThl Specification / Hopma
Ketorolac tromethamine / 99.2 % NLT 90 % and NMT 110 % of the
Kertoponaka TpomeTamuH labeled amount / Ot 90 10 110 % ot

3asBJICHHOrO KOJIHYECTBA
9 Package / Onucanne 50 :g in a laminated aluminum tube equipped with tamg)er-evident membrane. 1
YNAKOBKH | tube together with patient information leaflet in a carton. / ITo 50 r B TyOy u3

fnaMManOBaHHoro ANIOMMHES, CHa®KeHHYIO MemOpaHOH [UIA  KOHTPONsA
\ epeoro BCKpbiTHA. [Io 1 TyOe BMeECTe ¢ MHCTPYKUMEH NO MEAMUUHCKOMY
| IPUMEHEHUIO (JTUCTKOM-BIKJIA/IbILIEM) B NAYKY KAPTOHHYHO.

API name / Haumenosanne A®C: | Ketorolac tromethamine / KeToponaka TpOMeTaMl/I_H

'INN / MHH: " Ketorolac / Ketopoiax

API manufacturer batch number /

Howep cepuu npoussomutens A@GCy | DR008104

FP Manufacturer API Batch number/
Homep cepun cyGcTaHuuu FERA00558
npon3soguTens [NJId:

API Manufactured by & country /

Mpouseoautens ADC, crpana: Dr. Reddy's Laboratories Ltd., India / I-p Pexnu’c JlaGoparopus Jita, UHaus

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

[Mpumeuanne: [TponyxT cooTBeTcTBYET TpEGOBaHUAM HJT 3akauenne: OJJOBPEHO

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

[Moarorosneno: Yogesh Chau fn [Mposepeno: Santosh Kumar Onobpero: Menewxkep / Pygosonurenn
Z / Maurya ( br Amit Kumar /{r-—__,_,- -

Reprint Date / < Reprint Date / Reprint Date / V

Jara: 10.03.2025 Hara: 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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TT)dEc_t/ Ketorol gel for external use 2 %
|MpodykT Ketopon®, rens and napyskioro npumenenns 2 % _
Market/ Russia / Poccus
| PeIHOK

BatchNo / 1 V250147 :Batch Quantity / : 19301.000 units/
|Cephsa Ne | Pazmep cepun 19301.000 eammmu
| Analytical Report No / : 040002841026 Date of Analysis / + 10.03.2025
AHAJNTHYECKHIT oT4eT Ne JlaTa aHa/siM3a

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

JlaTa npou3eoacTBa lopew Ao (BKJL.)

Mfg. License No. / : MNB/05/263 MA number / : JHI-Ne(001119)-(PT™-
[Tpon3BOACTBEHHAS JTHLEH3NS Homep PY RU)

Ne

A_g'glysis performed a_ccording to ND / Auaaus nposeaed no HJI: JITI-No(001119)-(PT-RU)-210623

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

HaumeHnoBaHnue, aapec, THLEH3UA NI
[Ipou3BoacTBeHHas MJIOWIAAKA /
[lnowagka KOHTpoJIst KauecTBa /
Inowaaka BbINyCKA

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 Penau’c JTa6opatopuc JITa., HHaus, IIpousBoacTeeHHOE
noapasaenenue-6, Buni. Kxons, Hanarapx Poya, Bannn, Juctpukt Conay,
X.I1., 173205, Unaus (auuensus Homep MNB/05/263)

Remarks : The Product conforms to ND /
TMpumeuanne: [Ipoaykr cooTBeTcTBYeT Tpebosanuam HI

Conclusion : APPROVED /
Jaxmouenue: OJOBPEHO

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

[ToarotosneHo: Yogesh Chaubﬂn _ | Iposepeno: Santosh Kumar @L_ OnoGpeno: Menemxep / PykqBoauTesb
(¢ // Maurya Amit Kumar N——

Reprint Date / Reprint Date / Reprint Date / ¥

Hara: 10.03.2025 Hara: 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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iPT)Euct/ :  Ketorol gel for external use 2 %

[TTpoayxT KeTtopon®, resib 4151 HapyKHOTO npumereHns 2 % ]
[PMarKER Russia / Poccus

{ PbIHOK

|Batch No / : V250147 |Batch Quantity / : 19301.000 units/
Cepns Ne B ' Pazmep cepun 19301.000 enpnnun |
Analytical Report No / : 040002841026 Date of Analysis / : 10.03.2025
AHaJNTHYeCKHT oTueT No i'IIaTa aHAJH32

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

HaTa npon3BoacTea B Togen no (BKJI.) - _
Mfg. License No. / : MNB/05/263 MA number / : JITI-Ne(001119)-(PT-
[Mpon3BOACTBEHHAS JIHUEH3HS Homep PY RU)

No

|Analysis performed according to ND / Anasus 0 poseded no HJI: JITE-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».

3aka0ueHne 0 cooTBercTBMH: «HacTosuium s MOATBEpKOaKD, YTO NpUBEACHHas Bbilie HHYOPMALMA
ABNISETCA JOCTOBEPHOM W TOYHOM. DTa Cepusi NPOAYKLUMH Mpou3BeaeHa (BKIIOHAs YMaKoBKY (MapKHPOBKY) M
KOHTPOJIb KAYECTBA) Ha BbllIEYKa3aHHOM MPOW3BOACTBEHHOMN IUIOLIA/IKE (T/101aAKAaX) B [TOJTHOM COOTBETCTBUU
¢ TpeboBaHusamu [IpaBun Haexallel IPoU3BOACTBEHHOM MpakTUKK EBpasHACKOro 9KOHOMHYECKOIO Cot03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 ceuTsbps 2022) v TpeOOBaHUAMU KOHTPOJIS Ka4e€CTBA JIEKAPCTBEHHBIX
CpPEaCTB, a TAKKE B COOTBETCTBUH CO CHELMDUKALAMH, COASPKALMMHCS B PETUCTPALIMOHHOM J10CHE CTPAHBI-
MMIOpTepa. 3an1cu o MpPOU3BOACTBY, YNAKOBKE U aHAIM3Y MNPOBEPEHbI, U YCTAHOBIAEHO WX COOTBETCTBHE
TpebosanuaM [IpaBun Haanexawel NpoU3BOACTBEHHON NPAaKTUK EBPasuiicKOro 3SKOHOMHUUYECKOTO COKO3an.

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

Mpumeuanue: [IpoaykT cooTseTcTBYET TpeGoranuam HJJ 3akmwouenne: OJOBPEHO

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

MoarortosneHo: Yogesh Chauban IMpoeepeno: Santosh Kumar Onobpeno: Menenxep / PykqBOZIMTEND
(’?‘ /// Maurya ‘&- Amit Kumar -

Reprint Date / Reprint Date / Reprint Date / V

JHara: 10.03.2025 JHara: 10.03.2025 Hara: 10.03.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +81 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



